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SYSTEMS AND METHODS FOR SELECTING AND RECRUITING 
INVESTIGATORS AND SUBJECTS FOR CLINICAL STUDIES 

Cross-Referenc e To Related Application 
The present application claims priority to U.S. provisional application no. 60/178,634, 
filed January 28, 2000, entitled 'Method and System for Creating Ajid Managing Databases for 
Clinical Trials," the contents of which are hereby incorporated herein in their entirety by 
reference. 

Field of the Invention 

The present invention relates to a novel integrated on-line interactive forum that promotes 
exchange of information among clinical study sponsors, clinical study investigators, and 
potential clinical study subjects. In addition, the present invention relates to novel systems and 
methods for selecting and recruiting subjects and investigators for clinical studies. 

Background of the Invention 
The increase in the breadth and specificity of research and development for the purposes 
of identifying and qualifying new drugs and devices for a wide variety of therapeutic areas has 
resulted in an increase in the specificity and number of subjects and qualified investigators 
needed by medical and pharmaceutical companies to participate in clinical studies. 

Recruitment of a number of clinical study subjects sufficient to establish the safety and 
efficacy of a drug or device on specific clinical subject populations is essential for the success of 
clinical study, and therefore for the obtaining of the regulatory approvals necessary for marketing 
the drug or device on a world wide basis. Recruiting clinical subjects has been complicated by, 
among other things, the specificity of the new therapies, the increase in the number and breadth 
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of clinical studies required by regulatory authorities, and the globalization of the clinical trial 
process. 

The increased complexity of therapies, primarily the result of advances in the application 
of biotechnology and combinatorial chemistry, has resulted in increased requirements for 
additional clinical studies from regulatory agencies. In addition, the requirements of managed 
care companies for more additional outcome information results in a growing demand for 
clinical studies. This, in turn, increases the pressure to identify adequate numbers of clinical 
subjects and qualified clinical investigators. Where traditionally a large number of the clinical 
studies in a particular therapeutic area were conducted by a small number of clinical 
investigators, the increase in demand makes it necessary for additional physicians to become 
trained in the conduct of clinical trials, new means to be developed to recruit subjects, and a 
broadening of the scope of the search for qualified clinical investigators. 

The increased complexity of therapies has been marked by a trend away from the mass 
treatment mentality of the past, toward treatment of an individual based on the individual's 
specific characteristics. For example, new therapies are being developed that are specifically 
designed to interface with an individual's genome. This necessitates the use of clinical subjects 
that share certain genetic characteristics. This means that the pool of clinical subjects is naturally 
smaller, and creates a need to draw from a broader base of individuals in order to identify 
sufficient numbers of eligible participants to complete a clinical study. Handling of the sensitive 
information identifying an individual's potential genetic propensities implicates certain privacy 
issues, and add an additional layer of complication to the clinical study recruitment process. 
Many subjects are concerned that if, for example, they are found to have a particular genetic 
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propensity for certain diseases in the course of a study that they may have difficulty obtaining 
health coverage. 

The result of the foregoing has been an increase in the number of clinical studies, and 
hence the need to identify qualified investigators and eligible individuals, in geographic locations 
other than the country wielding regulatory authority. The ability to advance a clinical study 
simultaneously in many locations, and locating qualified investigators and eligible subjects, 
increases the likelihood that the clinical study will be completed with minimal delays. Delays 
are extremely costly to clinical study sponsors because* each day a new drug is delayed from 
reaching the market results in lost revenue and, potentially, lost exclusivity and a later market 
entry. Delays and the high costs associated with launching a clinical study are some of the 
biggest obstacles to bringing a new drug to market. 

Thus, there exists a need to provide a global means to facilitate the identification and 
communication between clinical sponsors, clinical investigators and eligible clinical subjects to 
expedite the process of launching clinical studies in an efficient and cost-effective manner. 

Summary of the Invention 

The present invention is directed to an integrated on-line interactive forum that promotes 
exchange of information among clinical study sponsors, clinical study investigators, and 
potential clinical study subjects. The forum includes an investigator database that contains 
information suitable for identification of qualified investigators for clinical studies sponsored by 
the sponsors, and a subject database that contains information suitable for identification of 
eligible subjects for clinical studies sponsored by the sponsors. An extranet is coupled to the 
investigator database and the subject database. The extranet permits the secure exchange 
between sponsors and investigators of documents required prior to the start of a clinical study. 
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The forum also optionally includes one or more web pages that provide information describing 
clinical studies to potential clinical study subjects and permit potential clinical study subjects to 
register for inclusion in the subject database. A therapeutic incidence area database is also 
optionally integrated into the forum. 

The present invention is also directed to a method for recruiting a person to participate as 
a subject in a clinical study. One or more web pages are presented that allow the person or a 
caregiver associated with the person to register with a database by submitting registration and 
permission information to the database. The registration information includes, for example, a 
user id, a password, preferred contact information (i.e., an electronic mail address or telephone 
number), zip code, first name or preferred name, gender, date of birth, whether the person or 
caregiver is interested in clinical study information, and whether the person or caregiver is 
interested in new medical therapies. The permission information includes whether the person or 
caregiver is interested in receiving notice of clinical studies. The person or caregiver is 
automatically registered with the database upon receipt of the registration and permission 
information. Next, an automatic determination is made, in accordance with the permission 
information and the registration information, as to whether to provide the person or caregiver 
with notice of a given clinical study associated with a disease condition of interest to the person. 
The person or caregiver is provided notice of the given clinical study only if the system 
automatically determines that such notice should be sent. A questionnaire associated with the 
given clinical study may also ]be provided automatically to the person or caregiver, if the person 
or caregiver indicates interest in the clinical study in response to the notice. Answers submitted 
by the person or caregiver to the questionnaire are then stored in the database. The stored 
questionnaire answers, along with other information stored in the database, may be accessed to 
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determine whether the person should be pre-screened for participation as a subject in a clinical 
study different from the given clinical study. 

In another embodiment, the present invention is directed to a further method for 
identifying subjects eligible to participate in a clinical study. A computer database that stores 
information about a plurality of persons is accessed. For each person listed in the database, the 
database includes a geographic location of the person, an age and a gender of the person, 
medications taken by the person, and disease conditions of interest to the person. A query is 
submitted to the database. The query includes criteria that reflect eligibility characteristics for 
persons suitable for use as subjects in the clinical study. De-identified data records of persons 
likely to be subjects eligible for the clinical study are selected based on the query. The feasibility 
of the clinical study may next be evaluated based on the de-identified data records returned from 
the query. The feasibility of the study can then be further explored by modifying the criteria 
used to query the database and repeating the above steps using the modified criteria. :* 

The present invention also includes a method for identifying a qualified investigator to 
perform a clinical study. At least one computer database that stores a geographic location of 
each of a plurality of investigators is accessed. The at least one database also stores an incidence 
or a prevalence of each of a plurality of disease conditions in each of a plurality of different 
geographic locations. At least one query that includes information representing a selected 
disease condition associated with the clinical study is submitted to the at least one database. The 
qualified investigator is identified from the at least one database based on the query and in 
accordance with the incidence or prevalence of the selected disease condition in the geographic 
location of or proximate to the qualified investigator. 

-5- 

BNSDOCID: <WO 0155942A1_L> 



WO 01/55942 



PCT/US01/02936 



The present invention includes a further method for identifying a qualified investigator to 
perform a clinical study. In this further method, at least one computer database stores a 
geographic location of each of a plurality of investigators is accessed, wherein the database also 
stores a geographic location of subjects proximate to each of the plurality of investigators. A 
query that includes information representing a selected disease condition associated with the 
clinical study is submitted to the at least one database. The qualified investigator is identified 
from the at least one database based on the query and in accordance with the geographic location 
of subjects proximate to the qualified investigator. The at least one database also optionally 
stores an incidence or a prevalence of each of a plurality of disease conditions in each of a 
plurality of different geographic locations, and the qualified investigator is identified from the 
database based also on the incidence or prevalence of the selected disease condition in the 
geographic location of the qualified investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the prescription writing history of the investigator 
with respect to a plurality of medications. The database also optionally stores information that 
associates each of the medications with one or more disease conditions. A query that includes 
information representing a selected disease condition associated with the study is submitted to 
the database. A given investigator is identified from the database based on the query and in 
accordance with the given investigator's prescription writing history. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
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of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the history of laboratory procedure requests made by 
the investigator. The database also optionally stores information that associates each of the 
laboratory procedure requests with one or more disease conditions. A query that includes 
information representing a selected disease condition associated with the study is submitted to 
the database. A given investigator is identified from the database based on the query and in 
accordance with the given investigator's history of laboratory procedure requests. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to past participation of the investigator in clinical 
studies. A query that may include information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the given investigator's past participation in 
clinical studies. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to a medical specialty of the investigator. The database 
also optionally stores information that associates each medical specialty of an investigator with 
one or more disease conditions. A query that includes information representing a selected 
disease condition associated with the study is submitted to the database. A given investigator is 
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identified from the database based on the query and in accordance with the given investigators 
medical specialty. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the experience of the medical staff of the investigator. 
A query that includes information representing a selected disease condition associated with the 
study is submitted to the database. A given investigator is identified from the database based on 
the query and in accordance with the experience of the medical staff of the investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to how many clinical studies have been performed by 
the investigator. A query that includes information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with how many clinical studies have been 
performed by the investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to a hospital affiliate of the investigator. A query that 
includes information representing a selected disease condition associated with the study is 
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submitted to the database. A given investigator is identified from the database based on the 
query and in accordance with the given investigator's hospital affiliation. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to claims data of the investigator. The database also 
optionally stores information that associates claims data of the investigator with one or more 
disease conditions. A query that includes information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the given investigator's claims data. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database : 
and includes information corresponding to the number of beds in the hospital affiliate of the 
investigator. A query that includes information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the number of beds in the hospital affiliate 
of the given investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the insurance provider affiliations of the investigator. 
A query that includes information representing a selected disease condition associated with the 
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study is submitted to the database. A given investigator is identified from the database based on 
the query and in accordance with the insurance provider affiliations of the given investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to any Institutional Review Board ("IRB") affiliation of 
the investigator. The database also optionally stores information that associates each IRB. A 
query that includes information representing a selected disease condition associated with the 
study is submitted to the database. A given investigator is identified from the database based on 
the query and in accordance with the mandated IRB relationships of the given investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to FDA or other regulatory agency audits of the 
investigator. A query that includes information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with regulatory agency audits of the investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to any Primary Research Facility ('TRF") affiliation of 
the investigator. The database also optionally stores information that associates each PRF 
affiliation. A query that includes information representing a selected disease condition 
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associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the PRF affiliations of the given 
investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to equipment available to the investigator. The database 
also optionally stores information that associates various pieces of equipment with one or more 
disease conditions. A query that includes information representing a selected disease condition 
associated with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the equipment available to the given 
investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality ,:• 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the practice setting of the investigator. A query that 
includes information representing a selected disease condition associated with the study is 
submitted to the database. A given investigator is identified from the database based on the 
query and in accordance with the practice setting of the given investigator. 

The present invention is directed to a still further method for identifying investigators 
qualified to perform a clinical study. A computer database that stores information on a plurality 
of investigators is accessed. A data record is stored for each investigator listed in the database 
and includes information corresponding to the investigator's city and state of practice. A further 
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database also optionally stores information that associates the investigator's city and state of 
practice with one or more disease conditions. A query that includes information representing a 
selected disease condition associated with the study is submitted to the database. A given 
investigator is identified from the database based on the query and in accordance with the 
investigator's city and state of practice. 

The present invention is also directed to a method for developing a permission based 
online database. One or more web pages are presented that allow a person to register with a 
database by submitting registration and permission information to the database. The registration 
information includes name information and contact information and the permission information 
indicates whether the person wishes to receive notice of one or more clinical studies. The person 
is automatically registered with the database upon receipt of the registration and permission 
information. Permission is obtained to send the person marketing information about drugs, 
medical devices or medical therapies. The database is added to by repeating the above steps for 
a plurality of persons. Next, a list is generated for use in marketing drugs, medical devices and 
medical therapies to subjects by querying the database using criteria associated with the drugs, 
medical devices and medical therapies. 

The present invention is also directed to a method of maintaining the confidentiality of 
clinical study information associated with a plurality of clinical study sponsors. Clinical study 
information is received from a plurality of clinical study sponsors, and stored in a database. 
Each sponsor is permitted full access in the database to clinical study information submitted by 
that sponsor. Each sponsor is permitted limited, de-identified aggregated access to information 
submitted by other sponsors. The clinical study information submitted by each sponsor 
optionally includes any combination of: investigator information, sponsor identification, 
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protocol information, drug indication information, drug class information, clinical study 
enrollment goal information, actual clinical study enrollment information, and information on the 
number of clinically evaluable subjects. 

Brief Description of the Drawings 
Fig. 1 A is a block diagram showing the connection over a computer network of 

additional computers to the integrated, on-line interactive forum of the present invention. 

Fig. IB is a block diagram showing the components of the integrated, on-line interactive 

system of the present invention. 

Figs. 2A and 2B depict an exemplary Internet web page used for registering persons in a 

database used for identifying eligible subjects for a clinical study, in accordance with the present 

invention. 

Fig. 3 depicts an exemplary web page used by a person to submit geographic and contact ^ 
information to a database used for identifying eligible subjects for a clinical study, in accordance 
with the present invention. 

Figs. 4A, 4B and 4C depict an exemplary web page through which a person submits one 
or more disease conditions of interest to a database for identifying eligible subjects for a clinical 
study, in accordance with the present invention. 

Figs. 5A through 5F depict an exemplary web page which conveys to a registered user 
information about clinical studies, in accordance with the present invention. 

Figs. 6A through 6N depict a series of exemplary web pages through which a person can 
search clinical studies and opt to receive information about clinical studies in one or more 
selected therapeutic areas, in accordance with the present invention. 
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Figs. 7 A, 7B and 7C depict an exemplary web page that provides a questionnaire that 
may be completed by an investigator interested in conducting a clinical study, in accordance with 
the present invention. 

Fig. 7D to 7G depict flow diagrams showing processes for registering subjects and 
investigators, in accordance with alternative embodiments of the present invention. 

Fig. 8 is a flow diagram showing the steps performed by a sponsor using the professional 
site to recruit subjects, investigators, and take steps necessary to start a clinical study. 

Fig. 9 is an exemplary web page used by a sponsor to enter study parameters into the 

system. 

Fig. 10 is an exemplary web page used by a sponsor to enter criteria necessary to initiate 
an investigator search. 

Figs. 1 1 A and 1 IB depict an exemplary web page showing the search results from an 
investigator search performed using the present invention. 

Figs. 12-13 are exemplary web pages showing an extranet for creating, sending and 
tracking documents necessary to start a clinical study. 

Figs. 14 is an exemplary electronic mail notification used for contacting a potential 
subject for a clinical study. 

Fig. 15A through 15F is an exemplary study-specific subject questionnaire used for 
prescreening a subject for a clinical study. 

Fig. 16 is a process flow diagram showing the steps of a method for identifying persons 
to participate in a clinical study, in accordance with a further embodiment of the present 
invention. 
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Fig. 17 is a process flow diagram of a method for identifying eligible investigators for a 
clinical study, in accordance with one embodiment of the present invention. 

Fig. 1 8 is a process flow diagram showing the steps of a method for identifying eligible 
investigators for a clinical study, in accordance with an alternate embodiment of the present 
invention. 

Fig. 19 is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study, in accordance with a still further embodiment of the present 
invention. 

Fig. 20 is a process flow diagram showing the steps of a method for recruiting a person to 
participate in a clinical study, in accordance with the present invention. 

Figs. 21 A — 21 Q show the steps of various methods of recruiting investigators in 
accordance with alternative embodiments of the present invention. 

Figs. 22A through 22F depict an exemplary data structure for implementing an 
investigator database, in accordance with the present invention. 

Figs. 22G-K depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection, in accordance with the present invention. 

Fig. 23 is a screen shot showing sponsor access limitations to study data. 

Figs. 24A through 24D depict an exemplary data structure for implementing a subject 
database, in accordance with the present invention. 

Fig. 25 depicts an exemplary data structure for implementing a study listings database, in 
accordance with the present invention. 

Fig. 26 depicts an exemplary data structure used for implementing the sponsor access 
limitations shown in Fig. 23. 
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Fig. 27 is a flow diagram of a method for performing permission-based electronic mail 
marketing to consumers, in accordance with the present invention. 

Detailed Description of the Preferred Embodiments 
For purposes of the present invention, each of the terms set forth below shall be defined 

in accordance with the corresponding definitions set forth below: 

"Clinical Investigator" or "Investigator" shall mean the Person with regulatory 

responsibility for conducting a Clinical Study. 

"Clinical Study(ies)" shall mean studies designed to distinguish the effect(s) of a drug or 

a medical device on humans from other influences— for example, a spontaneous change in 

disease progression or in the effect of a placebo (an inactive substance that looks like the test 

drug). 

"Clinical study sponsor" or "sponsor" shall mean any person responsible for conducting 
or overseeing a clinical study or trial, including, without limitation, pharmaceutical companies, 
clinical research organizations, biotechnology companies, medical diagnostic companies, 
medical device companies or other entities. 

"Clinical Subject" or "Subject" shall mean the human subject of a Clinical Study or a 
potential human subject of a Clinical Study. 

"Clinical trials" shall mean those clinical studies required to achieve regulatory approval. 

"Consent Information" shall mean that information required by applicable law and/or 
regulation in order to properly consent to the disclosure of confidential subject information. 

"Contract Research Organization" or "CRO" shall mean an organization that receives 
services relating to conduct of clinical studies. 
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'"Disease Condition" means any human disease or condition for which a Clinical Study 
may be conducted, including without limitation, a physiological, physical, psychological, 
psychiatric, surgical or post-surgical condition, whether or not manifest by symptoms. It also 
includes conditions definable by the existence or omission of a particular genotype, phenotype, 
or other genetic structure or ordering of genetic material. 

"Electronic data capture" or "EDC" shall mean a company in the business of providing 
software that collects data through the conduct of a clinical study. 

"Extranet" shall mean a web application that works over the Internet for sharing data with 
specific users. Access to the application is protected by the use of passwords, encryption and 
other security mechanisms. 

"Identifying Information" shall mean any individually identifiable health information 
transmitted in the course of recruiting clinical subjects that relates to an individual's physical or 
mental health or condition, and/or the provision or payment of care, and that identifies the 
individual or creates a reasonable basis to believe the information can be used to identify the 
individual. 

"De-identified Data" shall mean data in which identifying information has been removed 
or hidden by removing, coding, encrypting, or otherwise eliminating or concealing the 
information such as name, address, birth date, name of relatives or employers, telephone 
numbers, email address and other unique identifying numbers, characteristics or codes that the 
covered entity had reason to believe may be used by an anticipated recipient of the information 
to identify the individual. 

"IRB" shall mean "Institutional Review Board". Other countries may have equivalent 
such ethics boards under International Health Commission ("IHC") guidelines. 
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"Investigational Drug or Device" shall mean any drug or device that is the substance or 
object being tested in a Clinical Study; including without limitation, drugs or devices designed 
for the cure, prevention, control, monitoring of treatment or treatment of a Disease Condition. 

"Laws' 9 shall mean all applicable laws, statutes, rules, regulations, ordinances and other 
applicable pronouncements having the effect of law whether federal, national, multinational, . 
state, provincial, county, city or other political subdivision, domestic or foreign which pertain to 
and are applicable to the disclosure of confidential subject information including subject identity. 

'Termission Information" shall mean optional information submitted by a user of a 
database in order to convey the user's agreement to receive data or information or to have 
personal and/or confidential information provided by the user disclosed under certain defined 
circumstances. 

"Person" shall mean any individual, corporation, partnership, association, 
unincorporated organization or government or political subdivisions thereof. 

"Primary research facility" or "PRF" shall mean the location at which the investigator 
conducts a clinical study. 

"Regulatory Approval" shall mean, with respect to a country, all authorizations by the 
appropriate governmental entity or entities necessary for commercial sale of a drug product in 
that country including, without limitation and where applicable, approval of labeling, price, 
reimbursement and manufacturing. "Regulatory Approval" in the United States shall mean final 
approval of a new drug application pursuant to 21 C.F.R. § 3 14, permitting marketing of a drug 
product in interstate commerce in the United States. 
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S ystem Architecture 

Referring first to Figure 1A, in that figure is depicted computer network 103 operatively 
connecting computer system 1 00 to more or more additional computer systems represented here 
as computer systems 101 and 102. Computer system 100, described in more detail below, may 
be any of a number of commercially available computer systems, including a conventional server 
or workstation. Such systems may include, for example, one or more microprocessors, computer 
memory, conventional communication circuitry (e.g., a modem) and other commonly available 
peripherals. Computer systems 101 and 102, and other computers that interface with network 
103, may also be such workstations or servers, or may comprise any type of commercially 
available personal computers capable of communicating over a computer network. Those of 
ordinary skill in the art will recognize that network 103 may connect to any number of additional 
computers. Network 103 represents a public or private computer network. The Internet is one 
example of such a network, though other types of networks are possible within the scope if the 
inventions described herein. 

Referring now to Figure IB, there is shown a block diagram of an integrated online 
system 100 that promotes exchange of information among clinical study sponsors, clinical study 
investigators, and clinical study subjects, in accordance with the present invention. The clinical 
study sponsors, investigators and subjects may access system 100 using computers such as 
computers 101, 102. Among other things, system 100 serves to integrate the now fragmented 
clinical study system by bringing clinical study sponsors, clinical study investigators, and 
subjects together in a common environment. The system 100 also serves to integrate the clinical 
study system by bringing the clinical study sponsors, clinical study investigators and subject's 
data together in a secure environment. In addition, and as discussed more fully below, system 
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100 includes specialized databases and collaboration tools that allow clinical study sponsors and 
investigators to take the steps necessary to start a clinical study more quickly, including 
assessing the feasibility of a study, locating qualified investigators, communicating with 
investigators, completing all required preliminary documentation necessary to enroll 
investigators in the study, locating qualified and interested subjects, communicating with 
interested subjects, and directing interested subjects to appropriate investigator sites to perform 
the physical assessment and complete the necessary documentation to enroll the subjects in the 
clinical study. 

System 100 contains several databases, that function in combination to facilitate the start 
of a clinical study. By way of an overview, system 100 includes a subject database that includes 
information about persons that may potentially qualify as eligible subjects for a clinical study. 
Demographic information about each registered person is stored in the subject database. In 
addition, information about disease conditions of interest to persons in the subject database and 
information about clinical studies of interest to such persons is stored in the subject database. As 
a potential subject interacts with system 100 over time by, for example, attempting to qualify for 
participation in various clinical studies, system 100 collects and stores additional information 
about the persons represented in the subject database. In accordance with this aspect, individual 
subjects or their caregivers will enter information about themselves into system 100 when they 
attempt to qualify for a given clinical study. This information may be limited to what is sought 
in the registration questionnaire, or it may take the form of responses to one or more different 
questionnaires designed to assess eligibility for a given clinical study. Irrespective of whether 
the subject is ultimately selected for participation in the study, upon obtaining appropriate 
consent from the subject, the information entered by the subject during any pre-screening for the 
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clinical study will be added to the registration information and stored as part of the subject 
database. Over time, as a given individual attempts to qualify for further clinical studies, still 
further information will be collected about the individual in connection with the screening for the 
further clinical studies. This further information will also be stored in the subject database. 
Thus, over time, the information in the subject database will grow more detailed and complete as 
the same individual provides additional information to apply for additional studies using system 
100. As discussed more fully below, the subject database is used by clinical study sponsors to 
identify potential subjects to participate in clinical studies. As the information stored in the 
subject database becomes more detailed and complete over time, the utility of the subject 
database will be further enhanced from the point of view of clinical study sponsors because the 
sponsors will be able to identify more rapidly, accurately and with higher confidence potential 
subjects for their clinical studies. 

In system 100, potential clinical study subjects submit data (later stored in the subject 
database) through the subject site. The subject site is, for example, an internet website that is 
accessible to the general population. Further details of the subject site are shown in Figs. 2 
through 6, and discussed below. By. way of overview, the subject site includes content about 
new medical therapies and current clinical studies. This content is typically of interest to 
chronically ill persons, persons who are newly diagnosed with a particular illness, caregivers for 
persons with a particular illness, and other persons in the general population who might be 
interested in participating as subjects in a clinical study. The content is preferably available for 
free to the users. However, when viewing the content, users are requested to register with the 
subject site. During the registration process, a given user will enter demographic information 
about himself or herself, and will be given an opportunity to indicate areas of new medical 
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therapies or clinical studies that are of interest to the individual. All such information entered by 
the user is stored in the subject database. As discussed more fully below, if a registered user 
wishes to attempt to qualify for participation in a clinical study, the individual may submit 
answers to a questionnaire tailored to the clinical study via the subject site. (In one embodiment, 
the questionnaire answers are received from the subject or caregiver on a secure page of the 
subject website.) These questionnaire answers are then used for at least three purposes. First, 
the answers are used to pre-screen the individual for the given clinical study for which they are 
attempting to qualify. Second, with appropriate consent from the individual, the questionnaire 
answers are stored in the subject database and used to assess more accurately whether or not the 
given individual would be appropriate for consideration in a later clinical study. Third, the 
questionnaire answers are used to assess the feasibility of subsequent studies. Fourth, the 
answers may be used to lock-out people once they are in a study. 

Referring still to Figure 1, system 100 also includes an integrated investigator database. 
In one embodiment, the investigator database includes information from three general sources as 
described below, although in other embodiments it may include information from a lesser or 
greater numbers of sources or different sources. First, the investigator database includes data 
about the clinical study investigators who wish to inform clinical study sponsors of their clinical 
study experience and/or training, submitted by the investigators themselves. This self-reported 
data is typically entered into the investigator database either when a given investigator logs onto 
the professional site, and.registers with the system as described further with reference to Figs. 7 A 
through 7C or by submitting such information to the professional site by mail, fax, phone or 
other non-computerized means. The self-reported data includes various types of infoimation 
including, for example, the educational background of the investigator, the clinical study 
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experience of the investigator, the past performance of the investigator in other clinical studies 
(e.g., how many subjects the investigator committed to recruit for a given study in what period of 
time, how many subjects the investigator actually recruited for the study in what period of time, 
and how many of such subjects actually completed the study), equipment available to the 
investigator (e.g., whether or not the investigator has access to a CAT scan machine or MRI 
equipment which may be required for a given study), any mandated ERB relationships of the 
investigator (e.g., whether or not the investigator is required through professional affiliations to 
submit materials to a particular IRB for approval before the materials may be used to advertise 
the study), any hospital or HMO affiliations of the investigator, information about the 
investigator's staff and facilities and the geographic location of the investigator. 

In addition to the self-reported information, the investigator database also includes 
information about investigators received from a variety of external sources. One such external 
source is the FDA, which can provide information about any past clinical studies for which an / 
investigator has registered, as well as any information about sanctions or other disciplinary 
actions that may have been issued in connection with an investigator's work in a past clinical 
study. Information obtained from the investigator in the past or from other third party sources, 
such as an investigator's prescription writing history and the history of laboratory requests made 
or lab results received by an investigator in the past, are stored in the investigator database. Such 
external information can be used to both supplement and verify the self-reported data entered by 
the investigator and discussed above. Clinical study sponsors may also supply information about 
their past experiences with a given investigator, and such information may be stored in the 
investigator database. 
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In addition to the self-reported and external source data, additional information about a 
given investigator will be learned by system 100 as the investigator interacts with system 100 
and attempts to enroll in clinical studies with the assistance of the system. For example, in some 
embodiments, after a given clinical investigator has been recruited for a given clinical study 
using system 100, the system will monitor the investigator's performance with respect to the 
clinical study and store this performance data in the investigator database if the system is linked 
to an EDC product that is collecting data throughout the study. In alternative embodiments, the 
performance data may be obtained through off-line sources. 

In an embodiment, system 100 also includes a Therapeutic Incidence Area ("TIA") 
database. The TIA database contains the incidence and/or prevalence of different disease 
conditions by geographic area. Thus, for example, the TIA database may store the incidence or 
prevalence of colon cancer in each of several different municipalities across the country. The 
data sets and search parameters used to conduct searches in the TIA databases have been created 
to conform to the information required by clinical study sponsors when determining the 
likelihood of recruitment success within the projected time frame for a particular protocol for the 
study, or when determining where to locate investigator sites to conduct the study. As explained 
more fully below, the present invention uses the TIA database to assist in the selection of 
investigators for a given clinical study by searching for an investigator who is proximate to a 
geographic area where a greater number of subjects who may be eligible to participate in the 
study reside or receive treatment. 

An important part of system 100 is its incorporation of an extranet to facilitate secure 
collaborations between a clinical study sponsor (or its designees) and its investigator(s) during 
the process leading up to the start of a clinical study. As discussed more fully below, after a 
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clinical study sponsor has identified an investigator to perform a given clinical study, the sponsor 
must formally engage the investigator for the study. During the engagement process, several 
documents (e.g., an investigator questionnaire, answers to the investigator questionnaire, a 
confidentiality agreement, a contract, a budget, an FDA form 1572, IRB documents, the study 
protocol, etc.) will in most instances be exchanged between the sponsor and the investigator. 
The present invention provides a secure environment for these communications, as well as 
functionality that manages and tracks the documents needed to start the clinical study. In one 
embodiment, this functionality is achieved by allocating individual workspaces to sponsors and 
investigators within the professional site. A given sponsor or investigator is then able to receive, 
send, and track documents from within his or her workspace. 

Subject Site and Registration 

Information regarding potential clinical study subjects may be gathered from a variety of 
different sources including, in a preferred embodiment, via a web site such as subject site of Fig. - 
IB. The information obtained regarding potential clinical study subjects must be sufficiently 
general in nature such that it may be applicable to a variety of different therapeutic areas and 
disease conditions, yet specific enough to be useful in assessing the subject's eligibility for a 
specific study with narrowly defined inclusion or exclusion criteria. 

Figs. 2A and 2B depict an exemplary internet web page, which allows for the registration 
of persons in a database (e.g., the subject database of Fig. IB) and which is used for identifying 
eligible subjects for a clinical study, in accordance with the present invention. Registration web 
page 200 includes e-mail area 201, username area 202, and password area 203 where the person 
registering in the database may enter his or her information. A hypertext link 204 to a privacy 
and security policy of the service provider may be provided in some embodiments. In all 
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embodiments, the privacy of subjects is protected by ensuring compliance with all applicable 
laws. A question/answer area 205 may be provided for use in the event the person forgets his or 
her password. In agreement area 206, the terms and conditions pursuant to which the person is 
entitled to register himself or herself in the subject database and use the inventive system may be 
provided. 

Fig. 3 depicts an exemplary web page of subject site used by a person to submit 
geographic, gender and contact information to a database, such as the subject database of Fig. 
IB, used for identifying eligible subjects for a clinical study, in accordance with the present 
invention. Personal information web page 300 includes name, contact information, and 
geographic information area 301 as well as gender information area 302 where the person 
registering in the database enters his or her information. 

Figs. 4A through 4C depict an exemplary web page of subject site through which a 
person may submit one or more disease conditions to a database for identifying eligible subjects 
for a clinical study, in accordance with the present invention. Therapeutic area web page 400 
includes pull down menu 401 at which a person may identify a therapeutic area of interest to that 
person. In this example, the therapeutic area cancer has been chosen. Upon clicking on view 
button 402, the potential disease conditions of interest are presented to the subject or caregiver in 
disease condition area 403. The person may check one or more boxes in medical news/drug area 
404 or clinical study opportunities area 405 to indicate if the person is interested in obtaining 
medical news, drug or clinical study opportunity information on any of the disease conditions 
specified in disease condition area 403. 

Figs. 5A through 5F depict an exemplary web page of the subject site, which conveys 
information about clinical studies, and an ability to search clinical studies to a registered user, in 
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accordance with the present invention. Frequently asked questions area 503 is provided to 
educate a person on clinical studies. In search area 501, the registered user may click on any one 
of the therapeutic areas identified (such as cancer clinical study area 502) and be taken to a 
search clinical study web page 600, as depicted in Figs. 6A and 6B. 

Search clinical studies web page 600 allows the user to search for clinical studies relating 
to the therapeutic area identified in search area 501 . Search clinical study web page 600 includes 
search area 601 which allows the user to use particular search criteria to find clinical studies. For 
example the user may select a condition in condition area 602 and/or may select a state in 
location area 603. The user may also select a particular geographic location, in location area 603. 
The user may indicate in contact area 604 that the person wishes to be contacted for a particular 
clinical study. 

Upon clicking on contact area 604, the user will be taken to general study interest web 
page 605 shown in Fig. 6C. On general study interest web page 605, the registered user may * 
indicate in interest area 606 whether the registered user is interested for himself/herself or for 
someone else. In one embodiment, the registered user may select in selection area 607 up to 
three therapeutic areas in which the registered user is interested. In contact area 608, the 
registered user indicates the manner in which the registered user would like to be contacted, e.g., 
by e-mail, telephone or regular mail. The registered user also indicates name and contact 
information in contact information area 609. The registered user submits the form by clicking on 
submit button 610, or may cancel the process by clicking on cancel button 61 1. 

In other embodiments, the above-referenced information may be included in the database 
and entered via the web site not by the subject but by a caregiver of the subject. The caregiver 
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may be anyone who is providing care to the subject, such as a medical professional, a family 
member, or a friend. 

In an alternative embodiment, in order to become a user registered with the subject 
database, the user will be required to provide the information required as shown in the web page 
depicted in Fig. 6D: a user id; password; password reminder; and whether the user is seeking 
information for himself or herself or for someone else. In a second step, with reference to Fig. 
6E, the user will be required to provide additional information such as first name, date of birth, 
gender, electronic mail address, zip code and an indication of one or more medical conditions in 
which the user is interested. Additional information, though not required for registration, may be 
provided such as medical conditions experienced by the user, salutation, last name, ethnic 
background, telephone number, country of residence, as shown in Fig. 6E. In a third step 3, the 
user inputs information on a web page such as that shown in Fig. 6F, including a request to 
receive various types of information (such as, e.g., clinical study opportunities or news and new 
medical therapies) about the user's medical conditions identified in Fig. 6E. The user may 
request that he or she not be sent any information. In area 650, the user is asked to agree to 
certain terms and conditions governing the user's use of the inventive system. 
Upon completing the required information and accepting the terms and conditions, the user will 
become a registered user of the inventive system, as show in the web page depicted in Fig. 6G. 
At this point, the user may choose to answer additional, optional questions or to return to the 
previous activity. If the user chooses to answer additional questions, the user may be taken to a 
web pages such as those depicted in Figs. 6H through 6 J and provide information such as the 
type of prescriptions or over-the-counter medications taken by the user for a given medical 
condition; the health habits of the user; and the clinical study experience of the user. In Fig. 6K, 
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the user can see if the user has answered completely questions about each medical condition 
previously listed by the user. In Fig. 6L, the user can provide feedback. In Fig. 6M, the service 
provider may provide a thank you to indicate that the message was sent successfully. 

The registered user may also access, on the subject site, the registered user's own 
personal library. Library web page 612, shown in Fig. 6N, informs the registered user that he or 
she may maintain a personal library of information relating to clinical studies or new 
developments related to particular therapeutic areas found throughout the subject site. The user 
may also create and save personal notes relating to the same. Information may be placed in the 
library by the registered user or, in some embodiments, specific information on topics which may 
be of interest to the registered user may be placed in the registered user's library automatically 
based on, for example, the registered user's past selections of information to place in the library, 
therapeutic areas of interest, disease conditions of interest, geographic location, and/or gender. 

Investigator Registration on Professional Site t 

An investigator who is interested in conducting clinical studies may express his or her > . 
interest by registering on the professional site of Fig. IB. Figs. 7 A, 7B and 7C depict 
investigator questionnaire web page 700 that provides a questionnaire that may be completed by 
an investigator interested in conducting a clinical study, in accordance with an embodiment of 
the present invention. In name area 701, the investigator is required to input his or her name. In 
degree area 702, the investigator's degree(s) are required. The PRF organization or institutional 
name, address, city state, country, zip code and telephone number are required (and fax and 
electronic mail address optionally requested) in contact area 703. Specialty area 704 requires 
that the investigator provide his or her primary specialty area. Board area 705 requires that the 
investigator indicate whether he or she is board certified and/or board eligible; optionally, the 
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investigator's year of primary specialty board certification, and board information regarding any 
of the investigator's subspecialties may be provided. In study experience area 706, the 
investigator is required to indicate the number of years the investigator has participated in 
clinical studies as well as all phases of clinical research in which the investigator has 
participated. The investigator must include the number of investigators that conduct research at 
the PRF indicated in investigator area 707. 

Additional information may also be provided regarding, for example, the following: the 
IRB with which the investigator is associated, as indicated in IRB area 708; any audits of the 
investigator conducted by the FDA or other regulatory agency, as indicated in FDA audit area 
709; any audits of the investigator conducted by a sponsor or CRO, as indicated in sponsor audit 
area 710; and/or information about the investigator's PRF, such as whether it is single specialty, 
multi-specialty, part of a solo or group practice, or affiliated with a site management organization 
or research group, as indicated in PRF area 71 1. In alternative embodiments^ an investigator 
provides the information requested in the investigator questionnaire by phone, fax, regular mail 
or other non-computerized means, rather than transmitting the information to the professional 
site on-line. 

In addition to the information described above, an investigator may be required to include 
information regarding his or her publications and educational background; hospitals or PRF with 
which the investigator is associated; health plans with which the investigator is associated; 
equipment to which the investigator has access; and any sanctions imposed by the FDA or other 
regulatory agency upon the investigator. 
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Alternative Embodiments For Subject and Investigator Registration 

Fig. 7D to 7G depict flow diagrams showing processes for registering subjects and 
investigators, in accordance with alternative embodiments of the present invention. Fig. 7D is 
directed to persons that register with the subject or investigator site based on a visit to the subject 
site; Fig. 7E is directed to persons that register with the subject or investigator site based on a 
contact with a pharmaceutical call center; Fig. 7F is directed to persons that register with the 
subject or investigator site based on a contact with an off-line call center; and Fig. 7G is directed 
to persons that register with the subject or investigator site based on a visit to a third party on- 
line recruitment site. 

Study Feasibility and Launch Process 

Referring now to Figure 8, there is shown a flow diagram of a process that may be used 
by a sponsor to accomplish the steps necessary to start a clinical study. The process may begin 
at two different points. Specifically, if the sponsor wishes to begin by making a feasibility 
assessment with respect to the study, the process starts at step 804. Alternatively, if the sponsor- 
does not wish to make a feasibility assessment, the process starts at step 811. 

In step 804, the sponsor enters various criteria necessary to identify potential subjects 
and/or investigators for the study into the system. These criteria include, for example, criteria 
that determine which subjects may be included or excluded from the study, one or more 
specialties that an investigator for the study should have, information about the prescribing 
behavior of the investigator, the number of studies that the investigator should have conducted, 
the therapeutic area and disease indication associated with the. clinical study, the distance around 
the investigator site in which subjects participating in the study should be found, and the 
geographic area in which the investigator should be found. 
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Next, in steps 806, 807 and 808, various criteria from step 804 are applied to the TIA, 
subjects and investigator databases in order to assess the likelihood that sufficient subjects will 
be available for the study, and to assess the likelihood that a sufficient number of suitable 
investigators will be available for the study. In applying the subject criteria to both the TIA and 
subject database, the present invention is able to both identify subjects in the subject database 
that may be appropriate for the clinical study (this information comes from the subject database), 
and also identify geographic areas where incidences of the relevant diseases or conditions are 
more prevalent (this information comes from the TIA database.) By querying the TIA database 
for this disease incidence/prevalence information, the system is able to identify geographic areas 
where potential subjects (not listed in subject database) may be more likely to be found using 
off-line and/or on-line recruiting not involving the subject database. In addition, the geographic 
locations of investigators who may qualify for the study are compared against the TIA search 
results and the search results from the subject database (specifically, the locations of such 
subjects) in order to identify investigators with the highest likelihood of fulfilling the enrollment 
requirements of the study because they are located proximate to where there are the largest 
numbers of suitable subjects. This aspect of the assessment process recognizes that, in the case 
of some studies, potential subjects may be unwilling to travel any significant distance to 
participate in the study, while, for other studies, potential subjects may be prepared to travel 
great distances. Therefore, even if an investigator is otherwise qualified to perform the study, if 
sufficient subjects are not located proximate to the investigator's site, it may be more challenging 
for the investigator to fulfill the subject recruitment required for the study. By correlating the 
geographic location of suitable subjects from the subject database and locations having a 
relatively higher incidence or prevalence of the disease associated with the study (from the TIA 
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database) to the locations of suitable investigators listed in the investigator database, the present 
invention is able to locate investigators who are not only qualified, but also proximate to large 
numbers of subjects, and thus have the greatest likelihood of fulfilling the sponsor's expectations 
with respect to both enrollment and quality of performance. 

Following the review of the search results from steps 806, 807 and 808, the sponsor 
makes a subjective assessment in step 810 as to the feasibility of the study based on the results 
obtained from the TIA, subject and investigator databases. In this step, the sponsor determines 
whether there is a sufficiently large pool of potential subjects who are close enough 
geographically to a potential investigator to make the study feasible. If, in step 810, the sponsor 
concludes that it would not be feasible to recruit sufficient suitable subjects and/or investigators 
for the study, the sponsor is given an opportunity to revise the subject and investigator criteria 
entered in step 804 in an effort to arrive at a feasible study. In accordance with this aspect, the -~ 
sponsor repeats the process described above using revised subject and investigator criteria until 
the sponsor finds a study for which subject and investigator recruitment appears feasible. 

The sponsor reaches step 811 either as an entry point into the process, or after the sponsor 
has determined in step 810 that the study is feasible. In step 81 1, the sponsor determines 
whether the sponsor desires to use the investigator database to perform investigator recruitment 
for the study. If the sponsor wishes to use the investigator database for investigator recruitment, 
then in step 815, the sponsor begins by entering study parameter information into the system. A 
screen shot of a web page that may be used for entering this information is shown in Figure 9. In 
this step, the sponsor enters various parameters about the study into the system. Next, in step 
816, the sponsor enters investigator search criteria for the study into the system. Such search 
criteria could include, for example, one or more specialties that would be desirable for an 
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investigator for the study, information about the prescribing behavior of the investigator, the 
number of studies that the investigator has conducted, the therapeutic area and disease indication 
associated with clinical studies previously conducted by the investigator, the distance around the 
investigator site in which subjects participating in the study should be sought, and the geographic 
area in which the investigator should be located. Figure 1 0 is a screen shot of an exemplary web 
page that may be used by a sponsor to input the investigator search criteria into the system. In 
step 818, the sponsor is given the ability to weight one or more of the investigator criteria prior 
to initiating the investigator search. 

In step 820, the investigator criteria and any weight applied by the sponsor, are applied to 
the investigator database in order to identify potential investigators for the clinical study. In one 
embodiment, results from queries to the TIA and subject databases for the study are also 
incorporated into the investigator selection process. By correlating the geographic location of 
suitable subjects from the subject database and locations having a relatively higher incidence or 
prevalence of the disease associated with the study (from the TIA database) to the locations of 
suitable investigators listed in the investigator database, the present invention is able to identify 
in step 820 investigators who are not only qualified, but also proximate to where potential 
subjects with the relevant disease live or are willing to travel. 

An exemplary web page that shows the results of an investigator search in accordance 
with the present invention is shown in Fig. 1 1 . As shown in that figure, for each investigator 
identified in the search, the sponsor is shown the name of the investigator, the investigator's 
specialty, the city/state in which the investigator is located, the number of studies that the 
investigator has performed, subject demographic information obtained from the TIA database 
(i.e. the number of persons listed in the TIA database that are within a predetermined distance of 
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the investigator site and who could potentially qualify as subjects for the clinical study), subject 
demographic information obtained from the subject database (i.e. the number of subjects listed in 
the subject database that are within a predetermined distance of the investigator site and who 
could potentially qualify to participate in the clinical study), the drug prescribing behavior of the 
investigator (e.g., the drug class prescribing decile associated with the investigator). It will be 
understood by those skilled in the art that other criteria relevant to the investigator could also be 
shown on this search results screen including for example, the behavior of the investigator with 
respect to ordering of laboratory tests/procedures. 

In step 822, the sponsor selects one or more investigators for the clinical study, and in 
step 823 begins the process of engaging the investigators) for the study. As mentioned above, 
this process is accomplished using a secure extranet embodied by the professional site. This 
extranet preferably includes document templates that allow sponsors (and/or investigators) to 
quickly generate documents relevant to the launch of a clinical study. These documents include 
for example, an initial questionnaire that a sponsor may send a potential investigator in order to 
more folly assess whether or not the investigator would be appropriate to conduct the clinical 
study. Other documents that may need to be in place before the study is started include a 
confidentiality agreement between the sponsor and investigator, and a synopsis of the study to be 
completed. These documents are preferably created using standard templates found in the 
workspace on the professional site associated with each sponsor or investigator. These 
documents are also preferably exchanged between the sponsor and investigator only within the 
extranet thereby insuring that confidentiality of such documents is securely maintained and 
tracked, and allowing separate version control for each of multiple investigators being recruited 
for the same study. Figures 12 and 13 are screen shots of web pages from the professional site 
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showing use of the extranet for the creation and tracking of documents necessary for the start of 
a clinical study. The failure to complete or provide any of the documents required to start the 
study may be fatal to the investigator recruitment process, and may require repetition of the 
process (from either step 816 or 822) until the investigator recruitment process can be completed. 

After step 823, the sponsor decides whether the sponsor is interested in using the subject 
database to identify potential subjects for the study. If the sponsor is interested in using on-line 
and/or off-line patient recruitment and retention services, then in step 817 a combination of on- 
line recruitment and off-line recruitment is used to identify potential subjects for the study. In 
the on-line recruitment process, the sponsor enters various criteria necessary to identify potential 
subjects for the study into the system. These criteria include, for example, the 
inclusion/exclusion criteria of subjects for the study, the therapeutic area and disease indication 
associated with the clinical area, and/or the distance around the investigator site in which 
subjects participating in the study should be found. The subject criteria are then applied to the 
subject database, in order to identify on-line potential subjects for the study. 

Off-line recruitment is used for identification of potential subjects either by itself (step 
819) or in combination with on-line recruiting techniques (step 817). Off-line recruiting is how 
most participants for clinical studies are currently recruited in prior art systems, and this method 
involves making contact through media with a potential subject in order to attempt to recruit the 
subject for a given clinical study. In performing off-line recruiting, the sponsor may optionally 
use results from a search of the TIA database to assist in identifying a geographic area where 
subjects for study are more likely to be found. 

After a potential subject has been identified (step 817 or 819), the process of pre- 
screening for participation in the study begins (step 824). In this step, subjects identified using 
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on-line and/or off-line recruitment are notified, and asked whether or not they have an interest in 
participating in the clinical study. In the case of candidates that were identified on-line using the 
subject database, the subjects are preferably contacted by the means that they identified during 
their registration on the subject site (e.g., by electronic mail) in order to preliminarily determine 
whether they have an interest in participating in the clinical study. A screen shot of an 
exemplary e-mail used for providing such a notification to a potential subject is shown in Fig. 14. 
The notification could alternatively be provided using telephone, mail, fax or any off-line 
communication means. If a potential subject responds to a notification by indicating interest in 
participating in a clinical study, the subject is provided with a formal questionnaire that asks for 
information specifically relevant to the clinical study. An exemplary study-specific subject 
questionnaire is shown in reference to Figs. 15A - 15F. In the preferred embodiment, if in 
response to the e-mail notification shown in Fig. 14, the subject indicates interest in participating 
in the clinical study, a study-specific subject questionnaire such as shown in Figs. 15A - 15F is 
provided to the subject on a secure web page found on the subject site. The subject then uses this 
secure web page to answer all of the questions in the subject questionnaire, and to submit such 
answers for consideration. As mentioned above, irrespective of whether the subject is ultimately 
selected for participation in the clinical study, these questionnaire answers are stored in the 
subject database with the consent of the patient, thereby enriching the subject information stored 
in that database. 

Following the pre-screening process described above, a list of pre-screened subjects who 
may be eligible to participate in a clinical study is given to the investigator. Next, in step 826, 
the investigator schedules an appointment with each of the subjects on his or her pre-screened 
list. The subject gets examined and signs an informed consent before the investigator can enroll 
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the subject in a study. In step 830, allocation numbers for each of the subjects selected by the 
investigator for the clinical study are provided to the sponsor. Since the sponsor must be blind to 
the identities of the subjects participating in the study, the sponsor is provided with only 
allocation numbers of the subjects, and no identifying information (such as the name or address 
of such individuals) is provided to the sponsor. 

Finally, in step 832, information about each of the subjects participating in the study is 
provided electronically from system 100 to an electronic data capture ("EDC") company. EDCs 
are typically used during the performance of a study to store and capture data from 
investigator(s). By electronically providing information about each of the subjects in the study 
to the EDC prior to start of the clinical study, the present invention facilitates the set-up of the 
EDC database prior to the start of a clinical study. In one embodiment, the present invention 
includes several different data conversion templates, each of which converts subject data (from 
the subject database) to a format associated with a given EDC, prior to transmission of any 

subject data to such EDC. 

In some embodiments, the inventive system may be linked to the systems of other entities 

involved in the clinical studies process, thereby creating an automated clinical studies system 

from compound development through study feasibility and subject/investigator recruitment, 

study conduct and post-study marketing. 

The sponsor may use the inventive system to identify both investigators and subjects, 

may have engaged an investigator and simply be recruiting subjects, may be looking for an 

investigator to take over an ongoing study, or may be looking for an investigator who will then 

recruit subjects. 
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Specific Investigator Id entification Embodiments 

Fig. 16 is a process flow diagram of a method for identifying eligible investigators for a 
clinical study in accordance with one embodiment of the present invention. Specifically, at step 
1610, information is stored in database 2200 of the inventive system (in particular, the data is 
stored in table 2252, field 2252a of Fig. 22B) relating to the geographic location of each of a 
plurality of investigators. At step 1620, an incidence or a prevalence of each of a plurality of 
disease conditions in a plurality of different geographic locations is stored in the database. 

At step 1630 the system queries the database for a selected disease condition associated 
with the clinical study at issue. The query results in a list of locations wherein there is a 
relatively greater incidence or prevalence of the selected disease condition. From the result of 
this query, the system identifies both investigators that may qualify to perform the clinical study 
based upon the geographic location of the investigator compared with the query result, as shown 
at step 1640, and potential registered subjects. Thus, an investigator located where there is a :•: 
requisite incidence or prevalence of the selected disease condition is potentially eligible. 

Fig. 17 is a process flow diagram showing the steps of a method for identifying eligible 
investigators for a clinical study in accordance with another embodiment of the present 
invention. At step 1710, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
the prescription writing history of each of the investigators with respect to a plurality of classes 
of medications. The prescription writing history information is provided by a third party. 

At step 1720, information is stored in the database that associates each of the plurality of 
medications discussed above with one or more disease conditions. At step 1730, the database is 
queried wherein information representing a selected disease condition associated with the 
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specific clinical study is used. The query will result in correlation between the specific disease 
condition and related prescriptions. At step 1740 the inventive system identifies an investigator 
based upon the query results and the investigator's prescription writing history. The 
determination may be based, for example, upon the volume of prescriptions for the medications 
written by the investigator as compared to the volume of prescriptions for that medication written 
by other physicians. The determination may vary depending upon the specific clinical study, and 
will be known to those skilled in the art and is within the scope of the present invention. 

Fig. 18 is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet another embodiment of the present 
invention. At step 1810, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
the history of each investigator's request for laboratory procedures (e.g., blood work for subjects, 
urinalysis, EKG, etc.). Other requests will be known to those skilled in the art and are within the 
scope of the present invention. 

At step 1820, information is stored in the database that associates each of the laboratory 
procedure requests discussed above with one or more disease conditions. At step 1830, the 
database is queried wherein information representing a selected disease condition associated with 
the specific clinical study is used. The query will result in correspondence between the specific 
disease condition and related laboratory procedures. At step 1840 the inventive system identifies 
an investigator based upon the query results and the investigator's laboratory procedure requests. 
The determination may be based upon the fact that the investigator has never requested a certain 
laboratory procedure, or always prescribes a certain laboratory procedure. The determination 
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may vary depending upon the specific clinical study, and will be known to those skilled in the art 
and is within the scope of the present invention. 

Fig. 19 is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study, in accordance with yet a further embodiment of the present 
invention. With reference to Fig. 19, in step 1910, information regarding a plurality of 
investigators is stored in a database. Such information includes the history of each investigator's 
past participation in clinical studies. The history information is stored in a database of the 
inventive system (shown at table 2220, field 2220A of Fig. 22A). In step 1920, the database is 
queried using criteria about past clinical study participation. In step 1930, a qualified 
investigator for a clinical study is identified based on the results of the query regarding past 
clinical study participation. 

Fig. 21 A is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study, in accordance with a further embodiment of the present 1 
invention. With reference to Fig. 21 A, in step 2101, information regarding a plurality of 
investigators is stored in a database. Such information includes a geographic location of subjects 
located near the investigator. In step 2102, the database is queried using criteria about a selected 
disease condition. In step 2103, a qualified investigator for a clinical study is identified based on 
the results of the query and the geographic location of the investigator's subjects. 

Fig. 2 IB is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with another embodiment of the present 
invention. At step 2104, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
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the investigator's medical specialty, which can be supplied either by the investigator or a third 
party, such as a certification board. 

At step 2105, information is stored in the database that associates each of the 
investigator's specialty with one or more disease conditions. At step 2106, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the specific 
disease condition and related specialties. At step 2107 the inventive system identifies an 
investigator based upon the query results and the investigator's specialty. 

Fig. 21C is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet another embodiment of the present 
invention. At step 2108, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
the experience of an investigator's medical staff, which may include the actual size of the staff, 
any particular expertise among the staff, etc. Other information about an investigator's staff will 
be known to those skilled in the art and are within the scope of the present invention. The staff 
information can be supplied by the investigators or third parties. 

At step 2109, information is stored in the database that associates the experience of the 
investigator's medical staff discussed above with one or more disease conditions. At step 2109, 
the database is queried wherein information representing a selected disease condition associated 
with the specific clinical study is used. The query will result in correspondence between the 
specific disease condition and related staff experience. At step 21 10 the inventive system 
identifies an investigator based upon the query results and the experience of the investigator's 
medical staff. 



-42- 



BNSDOCID: <WO 01 55942A1_I_> 



r ' ' ' WO 01/55942 PCT/US01/02936 

Fig 2 ID is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with another embodiment of the present 
invention. At step 21 12, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the number of clinical studies each 
investigator has performed. This number can be supplied by the investigators or third parties. 

At step 2114, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. At step 2115 the inventive system 
identifies an investigator based upon the query results and the number of investigator clinical 
studies. 

Fig. 21E is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet another embodiment of the present 
invention. At step 2116, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes hospitals with which the /♦ 
investigator is affiliated. This information can be supplied by the investigators or third parties. 

At step 2117, information is stored in the database that associates each of the investigator 
hospital affiliates with one or more disease conditions. At step 2118, the database is queried 
wherein information representing a selected disease condition associated with the specific 
clinical study is used. At step 2119 the inventive system identifies an investigator based upon 
the query results and the investigator's hospital affiliates. 

Fig. 2 IF is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with a further embodiment of the present 
invention. At step 2120, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes each of the 
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investigator's hospital affiliates' number of beds, which may include information regarding how 
many beds are dedicated to ICU, cancer, OBGYN, etc. The information can be supplied by the 
investigators or third parties. 

At step 2121, the number of hospital beds is associated with one or more disease 
conditions. At step 2122, the database is queried wherein information representing a selected 
disease condition associated with the specific clinical study is used. At step 2123 the inventive 
system identifies an investigator based upon the query results and the number of beds in an 
investigator's affiliated hospitals. 

Fig. 21G is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of the 
present invention. At step 2124, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
each investigator's insurance provider affiliations. The insurance provider affiliation information 
can be supplied by the investigators or third parties. 

At step 2125, information is stored in the database that associates each of the insurance 
providers with one or more disease conditions. At step 2126, the database is queried wherein 
information, representing a selected disease condition associated with the specific clinical study is 
used. The query will result in correspondence between the specific disease condition and related 
insurance providers. At step 2127 the inventive system identifies an investigator based upon the 
query results and the investigator's insurance provider affiliations. 

Fig. 21H is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of the 
present invention. At step 2128, information is stored in the inventive system database relating to 
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prospective investigators for clinical studies. This information includes information regarding 
each investigator's mandated 1KB relationships. For example, an investigator may be affiliated 
with a local IRB or central IRB. The mandated IRB relationships information can be supplied by 
the investigators or third parties. 

At step 2129, information is stored in the database that associates each of the 
investigators with IRBs. At step 2131 the inventive system identifies an investigator based upon 
the query results and the investigator's mandated IRB relationships. 

Fig. 211 is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet a further embodiment of the present 
invention. At step 2132, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes regulatory agency audits that have 
been performed for each investigator. This information may include audits from the FDA, or 
other audits that are known to those skilled in the art. The audit information can be supplied by : } ±z: 
the investigators or third parties. 

At step 2133, information is stored in the database that associates each of the regulatory 
audits with one or more disease conditions. At step 2134, the database is queried wherein 
information representing a selected disease condition associated with the specific clinical study is 
used. The query will result in correspondence between the specific disease condition and related 
audits. At step 2135 the inventive system identifies an investigator based upon the query results 
and the agency audits of the investigator. 

Fig. 21 J is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with an additional embodiment of the present 
invention. At step 2136, information is stored in the inventive system database relating to 
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prospective investigators for clinical studies, which includes the investigator's PRF affiliations. 
This information can be supplied by the investigators or third parties. 

At step 2137, information is stored in the database that associates each of the 
investigators with particular PRFs as appropriate. At step 2138, the database is queried. At step 
2139 the inventive system identifies an investigator based upon the query results and the 
investigator's PRF affiliations. 

Fig. 21K is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet an additional embodiment of the 
present invention. At step 2140, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
each investigator's medical equipment, such as is the investigator has a CAT scanner, and EKG 
machine, etc. The information can be supplied by the investigators or third parties. 

At step 2140, information is stored in the database that associates the types of equipment 
that an investigator has with one or more disease conditions. At step 2141, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the specific 
disease condition and related equipment that an investigator has. At step 2142 the inventive 
system identifies an investigator based upon the query results and the investigator's equipment. 

Fig. 21L is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of the 
present invention. At step 2143, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the investigator practice setting, 
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which is where the actual clinical study is conducted, and where a subject would most likely go 
to participate. This information is provided by the investigator. 

At step 2144, information is stored in the database that associates the investigator practice 
setting with one or more disease conditions. At step 2145, the database is queried wherein 
information representing a selected disease condition associated with the specific clinical study is 
used. The query will result in correspondence between the specific disease condition and related 
setting information. At step 2146 the inventive system identifies an investigator based upon the 
query results and the investigator's practice setting. 

Fig. 21M is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with another embodiment of the present 
invention. At step 2147, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the investigator's city and state. - 
This information is provided by the investigator. 

At step 2148, information is stored in the database that associates each of the 
investigator's city and state. At step 2149, the database is queried wherein information 
representing a selected disease condition associated with the specific clinical study is used. The 
query will result in correspondence between the specific disease condition and the investigator's 
city and state. At step 2150 the inventive system identifies an investigator based upon the query 
results and the investigator's city and state. 

Fig. 2 IN is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with another embodiment of the present 
invention. At step 2151, information is stored in the inventive system database relating to 
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prospective investigators for clinical studies, which includes the investigator's name. This 
information is provided by the investigator. 

At step 2152, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. At step 2153 the inventive system 
identifies an investigator based upon the query results and the investigator's name. 

Fig. 210 is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet another embodiment of the 
present invention. At step 2154, information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes information regarding 
the history of each investigator's laboratory results. The laboratory results information can be 
supplied by the investigators or third parties. 

At step 2155, information is stored in the database that associates each of the laboratory 
results discussed above with one or more disease conditions. At step 2156, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the specific 
disease condition and related laboratory results. At step 2157 the inventive system identifies an 
investigator based upon the query results and the investigator's laboratory results. The 
determination may vary depending upon the specific clinical study, and will be known to those 
skilled in the art and is within the scope of the present invention. 

Fig. 2 IP is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with a further embodiment of the present 
invention. At step 2158 information is stored in the inventive system database relating to 
prospective investigators for clinical studies. This information includes, with respect to each 
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hospital with which the investigator is affiliated, the services performed, which may include 
information regarding whether the hospital performs transplants, dialysis, burn units, etc. The 
information can be supplied by the investigators or third parties. 

At step 2159, the services performed are associated with one or more disease conditions. 
At step 2160, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. At step 2161 the inventive system 
identifies an investigator based upon the query results and the number of beds in an investigator's 
affiliated hospitals. 

Fig. 21Q is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with an additional embodiment of the 
present invention. At step 2162, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the investigator's hospital claim 
information. This information pertains to claims made by subjects to a hospital, which claims 
include disease condition information and also are associated with an investigator. Such 
information can be supplied by the investigators or third parties. 

At step 2163, information is stored in the database that associates each of the claims with 
one or more disease? conditions. At step 2164, the database is queried wherein information 
representing a selected disease condition associated with the specific clinical study is used. The 
query will result in correspondence between the specific disease condition and related claims. At 
step 2165 the inventive system identifies an investigator based upon the query results and the 
claims. 

The investigator database may also include any combination of, or all of the above 
information related to the investigator. Moreover, the query of the investigator database may 
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further include search criteria selected from any, and/or all, and all combinations of the 
information stored in the database. Therefore, the query may include any permutation of 
combinations of the information including the investigator's prescription writing history, 
information corresponding to a history of laboratory requests made by the investigator, 
information corresponding to past participation of the investigator in clinical studies, information 
corresponding to the medical specialty of the investigator, information corresponding to 
experience of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider affiliations of 
the investigator, information corresponding to mandated ERB relationships of the investigator, 
information corresponding to regulatory agency audits of the investigator, information 
corresponding to PRF affiliations of the investigator, information corresponding to equipment of 
the investigator, information corresponding to the investigator's practice setting, information 
corresponding to the investigator's city and state of practice, and information corresponding to 
the investigator's name. 

Investigator Ranking System 
In selecting an investigator for a particular study, in some embodiments, a sponsor may 
employ an investigator ranking system which is a tool to help predict the success of an 
investigator in performing clinical studies. In this embodiment, certain fields of the investigator 
database (as discussed in more detail below with reference to Fig. 21) are weighted based on one 
or more algorithms and an investigator is assigned a ranking value. Some of the fields of the 
investigator database that may be used are as follows: reported study performance by sponsors; 
reported study performance by third party sources; 1572 counts from the FDA; FDA audit lists; 
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hospital affiliation; mandated 1KB relationships; drug prescribing decile for related classes of 
drugs; aggregate subject demographics of disease incidence proximate to investigator location; 
and self-reported data. The weighting algorithm is derived using the investigator's past clinical 
study experience as a basis. The specific weighting algorithm can be used as a tool to predict 
performance by an investigator on studies for drugs in a variety of specialties. 

Thus, for example, in one embodiment, the fields selected for weighting are as follows: 
investigator experience (namely, the number of 1572s filed in the last five years); the 
professional certification (namely, if the investigator is board certified, the number 1 is assigned 
and if not, a zero value is assigned); scientific leadership (namely, the total number of peer- 
reviewed publications in the past five years); regulatory criteria (namely, for any FDA audits 
conducted in the past five years, assigning the number 1 if no warning letter was issued, 
assigning a zero value if no audits were conducted, and assigning a —1 if a warning letter was 
issued); and study coordinator criteria (namely, the total number of study coordinators ACRP <. 
certified). The value for investigator experience is weighted by multiplying it by 1; the value for 
professional certification is weighted by multiplying it by 5; the value for the specific leadership 
is weighted by multiplying it by 5; the value for the regulatory criteria is weighted by 
multiplying it by 25; and the value of study coordinator criteria is weighted by multiplying it by 
5. 

In some embodiments, the inventive system refines these rankings by later analysis of 
clinical study results. 

Sub ject Recruitment 

Fig. 20 is a process flow diagram showing the steps of a method for recruiting a person to 
participate in a clinical study in accordance with one embodiment of the present invention. As 
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shown in step 2010 of Fig. 20, a person is presented with one or more web pages sponsored by 
the inventive system, as discussed above and shown in Figs. 2A and 2B. The person may be the 
subject himself or herself or a caregiver of the subject. The caregiver may be either the legal 
guardian of the subject, or a friend or relative or other interested person. The web page(s) has a 
registration form that requests a variety of information from the person. For example, the form 
may ask for the geographic location of the person, which may include a specific city in which the 
person resides and the distance the person is willing to travel to participate in a clinical study 
(with reference to Fig. 3). The registration form also may ask for the gender and age of the 
person, at least one disease condition of interest to the person, a medical history of the person 
and/or numerous other factors known to those skilled in the art. The form also may include 
contact information, such as a relative or friend who may be contacted in an emergency. Other 
registration information will be known to those skilled in the art and are within the scope of the 
present invention. 

Further, the form may inquire as to consent information about the person. This 
information includes queries about the person's date of birth. The form may also inquire as to 
whether the person wishes to receive notice of one or more clinical studies and permission to 
send the same. The clinical study information sent may be targeted specifically to the person's 
disease condition of interest, maybe targeted to pharmaceutical histories, geographic location, 
etc. 

At step 2020 of Fig. 20, the person, or caregiver, completes the registration form as 
presented on the web page(s). The data is submitted to the subject database and stored therein as 
described later with reference to Fig. 24, shown as Tables 2410 and 2420. Once the database is 
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populated with the registration information, the person or caregiver is automatically registered 
with the inventive system, as shown in step 2030. 

Once the person or caregiver is registered, the inventive system evaluates the information 
provided in the registration form and determines if the person or caregiver should receive notice 
of a clinical study, as shown in step 2040. For example, the inventive system asks the person or 
caregiver to confirm that he or she is legally qualified to provide simple consent to add the 
person's information to the database and to give permission to receive notices about clinical 
studies. This determination may be based upon information of the person's age, or whether the 
person or caregiver actually gave permission to receive such notices, for example. 

The system also evaluates the information with respect to the person's possible selection 
for a clinical study. For example, the system queries the database based on: a disease condition 
of interest indicated by the subject; the geographic location of the subject; other information 
from the registration of the subject or a prior questionnaire completed by the subject; and the 
geographic location of the investigator that has been selected to perform the clinical study; Other ; 
determining factors will be known to those skilled in the art and are within the scope of the 
present invention. 

If the system determines that the person does not match the geographic location and 
disease condition of any currently available clinical studies, the inquiry about the person ends. 
In some embodiments, the system asks the person if the system may contact the person about 
future studies that may match the criteria set forth in the registration by the person. If, so, when 
a new study is entered, the person may show up as a potentially eligible subject, and an e-mail or 
other notification will be delivered to the person. If, on the other hand, the data regarding the 
person matches data related to a clinical study, the system provides the person or caregiver with 
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notification of the clinical study, as shown as step 2050. This notification may be by e-mail, 
telephone or regular mail, as desired by the person, for example with reference to Fig. 3. 

Once a person is notified of a clinical study that may be of interest, the system presents to 
the person a questionnaire that is specifically associated with the clinical study at step 2060. In 
some embodiments, the person will receive an electronic mail or other notification that a study 
may match their needs, and the person initiates contact with the system or with a call center to 
take the particular pre-screening questionnaire. This questionnaire requests information about 
the person regarding high level inclusion/exclusion criteria. The answers given by the person or 
caregiver to the questionnaire are securely stored in the subject database of the system (Fig. 24) 
at step 2070. 

As discussed above, this information is evaluated and the person is pre-screened for a 
clinical study. If the person's responses to the pre-screening indicate that the person may be 
eligible to participate in the study, the person will be given an investigator name and address and 
contact information where the subject can schedule an appointment to undergo a more detailed 
screening process to determine whether the person is qualified to participate. Should the person 
not be chosen, the information previously stored in the subject database from the questionnaire is 
evaluated to determine if the person is qualified to participate in a different clinical study than 
that previously matched, as shown in step 2080. As with the previous determination made, 
typical queries include whether the person is within a geographic location (as defined by the 
person or caregiver) of another clinical study and if the person has a disease condition of interest 
that corresponds with another clinical study. Other determining factors will be known to those 
skilled in the art and are within the scope of the present invention. 
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If it is determined that the person is qualified to participate in a different clinical study, 
the system provides the person with notice of that clinical study, as was discussed earlier. If the 
subject is eligible for two studies, the subject is presented with them both simultaneously. 

Push Technology For Enrolling Participants 

As an alternative to a passive method of enrolling investigators, sponsors, and clinical 
subjects, push technologies can be used to deliver descriptions of the service and to enroll 
participants. The subject database accommodates this type of data. Using suitable methods of 
privacy protection, information can be emailed to unregistered individuals to notify them of the 
potential to participate in an ongoing study. Similarly, location or ease of access may be 
important in designing or implementing a study. The GPS functionalities built into wireless 
phones and other communications devices combined with the ability to transmit information, 
such as that provided by Bluetooth wireless technology would permit sponsors or investigators to - 
directly contact individuals within particular locations. 

Selection of Sub jects Using Genotype and Phenotvpe Data 

In addition, the present invention permits more efficient use of genotype as well as 
phenotype data, and other genetic sequencing information, for better selection of candidates for 
clinical studies. Thus, medial practitioners, including but not limited to doctors, nurses, blood 
banks, pharmacists, etc., take blood, tissue scrapings or hair samples for genetic analysis to 
determine the presence of various alleles and polymorphisms. Such samples are analyzed for the 
presence of various alleles that might correlate or be associated with various diseases. This 
polymorphism analysis is greatly improved by such techniques as the DNA chip. Such chips are 
manufactured by a number of different sources such as Affymetrix, Santa Clara, California. 
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Alleles that are associated with metabolic polymorphisms can also be identified. This is 
of great importance if differing breakdown rates or even products of the investigational 
compound affect the drug's safety or efficacy. In this manner, a sponsor can begin clinical 
studies on a more homogenous population to simplify the complexities of the testing process. 
Indeed, such a discrete portion of the population can, in some cases, arguably qualify for special 
testing parameters, such as that for an Orphan Drug. After approval of the product for such 
subpopulations, testing is continued to obtain regulatory approval of the product for the 
population at large. 

Many forms of disease appear to be genetically linked including, for example, early onset 
breast cancer. In early onset breast cancer, the presence of certain gene sequences such as the 
BRCA-1 mutation greatly increase the probability that the disease will occur. In many cases, the 
presence of the BRCA-1 mutation does not lead to the disease, and the disease also can occur 
when the BRCA-1 mutation is not present. For a product associated with breast cancer, clinical 
study sponsors may wish to first test their product on discrete populations — such as those with 
the BRCA mutation - to determine if such a discrete population reacts differently to a product 
compared to the population at large. Most importantly, testing such differing populations can 
lead to greater safety and efficacy in new drug products for the subpopulations tested. Moreover, 
identification of differences in response is important in discovering improved drugs. Alternately, 
the product may be designed only for use by a discrete population, such as that with a particular 
disease and a particular genotype. 

In the alternative, the sponsor might wish to gamer a more heterogeneous population for 
testing. Moreover, as genomic research advances, regulatory agencies might require studies that 
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specifically target a large number of different alleles to obtain market approval for the entire 
population. 

This ability to pool test subjects, either individually or as parts of large groups such as 
could be assembled by blood banks and laboratory testing companies, permits easier marketing 
of genomic information and stimulates research in this area. The site of the present invention has 
the ability to act as a clearinghouse to match potential sponsors with groups or individuals that, 
for example, have particular genotypes and phenotypes. Indeed, as the cost of genomic testing 
goes down, the invention may be a centralized location that potential clinical subjects may 
contact not only for participation in studies, but for background genetic tests. As those of 
ordinary skill in the art will recognize, the present invention may include genetic sequence 
information in any of the databases described herein. Moreover, any of the functionality 
described herein which is based on or operates on disease condition, medical, or treatment 
information may also be based on or operate on genetic sequence information. 

Investigators, persons or other parties supply genetic sequence information for inclusion - 
in the subject database and/or the TIA database along with other suppliers of clinical subjects 
post the potential clinical subjects that they have identified by location, genetic background at 
particular genetic loci, family history, lifestyle or any other criteria and then market access to 
these subjects to potential sponsors. In this way, the invention stimulates the ease of access to 
unique subject populations. 

The invention also permits more efficient marketing of pharmaceutical products and post- 
marketing studies. The invention collects and pools information regarding the locations of 
particular doctors as well as their prescription habits. Such information can be used in the design 
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of post-marketing studies as well as determining which doctors would be most easily approached 
to sell different drug formulations. 

Building the Investigat or Database 
As described earlier, prospective investigators enter data into the Investigator 
Questionnaire (Fig. 7 described above) that includes information regarding the investigator's 
professional background and information about past clinical studies performed by that 
investigator. In other embodiments, known to those skilled in the art, data relating to the 
investigator is provided by the investigator not by way of a web site, but orally or by off-line 
written means. 

Specifically focusing on the information regarding past clinical studies, the investigator is 
asked for data relating to the specific types of clinical studies the investigator performed in the 
past, the class of drugs that were tested, the protocol number, what recruiting commitments were 
made by the investigator in each of the past clinical studies, how successful the investigator was 
in meeting the recruiting commitments, how many subjects participated in the study, and of those 
who began the study, how many actually completed the study. This data is stored in the database 
2200 as shown in Fig. 22. For example, the investigator may have committed to recruiting 25 
subjects over a six-month period of time for a particular clinical study. The database will thus 
include information about this commitment and results therefrom, i.e. was the investigator 
successful in meeting this commitment, how many subjects actually participated in the study, 
and of those subjects who began the study, how many actually completed the study (clinically 
evaluable subjects). 

The investigator database also includes information regarding the investigator's 
publications in the related medical fields, the number of subjects the investigator treats in a given 
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time-frame, any specialties the investigator may have, what board certifications the investigator 
has, what types of equipment are available to the investigator, affiliated hospitals, the size and 
expertise of the investigator's staff, etc. Other types of data relating to the investigator will be 
known to those skilled in the art and are within the scope of the present invention. 

Third party information may be used to validate self-reported information submitted by 
an investigator. Such third party information may include data received from the FDA through 
the Freedom of Information Act ("FOIA"). In particular, for every clinical study performed in 
the United States an investigator must submit to the FDA a Form 1572 or appropriate analog. 
The non-confidential information of Form 1572 can be obtained through FOIA, and includes, for 
example, the names and addresses of all of the investigators who conducted a particular clinical 
study. The FDA also performs audits on clinical studies, which can result in a Form 483. Again, 
all non-confidential information from the 483 audit can be obtained through FOIA. Validated . 
data also is obtained from various other third parties such as entities that collect performance .v* 
data as a result of the conduct of their own businesses. 

Fig. 22A through 22F is an exemplary data structure for implementing an investigator 
database 2200. For example, table 2210 includes investigator data related to basics such as 
name, age, address, phone, etc. Table 2220 contains data about a specific study performed by 
the investigator, Table 2230 relates to the investigator's specialties, and Table 2240 relates to the 
investigator's subject population. Shown in Fig. 22B, table 2250 contains data about the 
investigator's staff. Table 2260 of Fig. 22C contains data regarding the investigator's hospital 
affiliations. It will be understood by those skilled in the art that the investigator database of the 
present invention could be implemented using many different formats or structures, and that the 
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particular structure shown in Figs. 22A thorough 22F represents one example of such a data 
structure. 

Example: Use of TIA Database To Assist in Investigator and Subject Selection 

Figs. 22G-K depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection. The example shown relates specifically to use of 
the invention to perform a study related to the disease of angina. Initially, the TIA database is 
queried using angina as the query criterion to identify geographic locations where the incidence 
of angina is more prevalent. These areas are identified on a national basis in Fig. 22G, and 
specifically for the Dallas-Fort Worth area in Fig. 22H. It bears noting that, within the Dallas- 
Forth area, the TIA database has further identified an incidence value for each sub-region of the 
Dallas-Fort Worth area. Sites of various investigators in Dallas-Fort Worth that are potentially 
eligible to perform the study are also shown on Fig. 22H. These investigator sites were found by 
querying the investigator database as described above. Fig. 221 shows that there are three 
eligible investigator sites in the Dallas-Fort Worth Area. These three investigator sites are 
shown as circled stars in Fig. 221. Of the three eligible investigator sites, one of the investigator 
sites is located in a sub-region having a higher incidence of angina than is found in the sub- 
regions of the other two eligible investigators. As shown in Fig. 22 J, the investigator located in 
the sub-region having the highest incidence of angina is next selected to perform the study. 
Following selection of this investigator for the study, subjects closest to the site of the selected 
investigator are identified for screening, as shown in Fig. 22K. 

Sponsor Data Access Limitations 
A sponsor who has submitted data for inclusion in the investigator database must be 
afforded appropriate confidentiality protections to ensure their continued competitive advantage. 
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Thus, in one embodiment of the present invention, the inventive system provides limited access 
views of such data. This method maintains the confidentiality of clinical study information 
associated with number of clinical study sponsors. In connection with this method, the clinical 
study information from the sponsors is received and stored in a database. Each sponsor is 
permitted full access to the clinical study information submitted by that sponsor and only 
aggregated access to information submitted by other sponsors. The clinical study information 
includes, in one embodiment, investigator information, sponsor identification, protocol 
information, drug indication information, drug class information, clinical study enrollment goal 
information, actual clinical study enrollment information, and clinically evaluable subjects 
information. In one embodiment, each sponsor is denied access to the protocol information, drug 
class information and sponsor identification information of other sponsors. 

Fig. 23 is a screen shot showing sponsor access limitations to study data. Aggregated - 
data 2302 can be viewed by all sponsors, whereas data 2304 can only be viewed by the sponsor .: 
that supplied that data 2304 to the database. Fig. 26 depicts an exemplary data structure used for 
implementing the sponsor access limitations discussed above. 

Multi-Viewer Content Presentation 

The subject site the inventive system includes content such as, e.g. new articles, feature 
stories, drug listings, expert Q&A transcripts, etc., from multiple different sources for 
presentation to potential subjects and other persons visiting the subject site. The content as 
provided by the source is provided using verbiage which is highly technical and sophisticated. 
However, the content is transformed and presented to visitors of the subject site in a manner 
which is lay-accessible. Similarly, content which is collected from various sources for 
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presentation on the professional site is transformed and presented in a manner which is 
appropriate for individuals accessing the professional site, such as investigators and sponsors. 

Certification of Investigators 

The professional site may include, in some embodiments, a toolkit presented to 
investigators which includes training materials for investigators, including training regarding 
appropriate practices for clinical research on humans. Continuing medical education credits may 
be awarded to investigators completing a specified amount of training. 

Permission Based Electronic Mail Marketing 

The systems and methods of the present invention can be utilized for the marketing of 
FDA approved new drugs and devices. Fig. 27 is a flow diagram of a method for performing 
permission-based electronic mail marketing to consumers, in accordance with the present 
invention. In steps 2710-2720, one or more web pages are presented that allow a person to 
register with the subject database by submitting registration and permission information to the 
database. The registration information includes name information and contact information and 
the permission information indicates whether the person wishes to receive notice of one or more 
clinical studies. In step 2730, the person is automatically registered with the database upon 
receipt of the registration and permission information. In step 2740, permission is obtained to 
send marketing information concerning drugs, medical devices or medical therapies to the 
person. The database is added to in step 2750 by repeating the above steps for a plurality of 
persons. Next, in step 2760 a list is generated for use in marketing drugs, medical devices and 
medical therapies to subjects by querying the database using criteria associated with the drugs, 
medical devices and medical therapies. Optionally, the system also automatically determines, in 
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accordance with the registration and permission information, whether to provide the person with 
notice of a clinical study, associated with a disease condition of interest to the person. 

Optimization of Recruiting Methodology 

As the inventive system collects an ever-increasing amount of data regarding clinical 
investigators (and, in particular, the best performing clinical investigators), highly effective 
methods of recruiting clinical study subjects, who are clinically evaluable, may be identified by 
studying the methods employed by the best performing clinical investigators. Thus, the 
inventive system will allow for the identification of the clinical investigator recruiting techniques 
that result in the highest enrollment rates and number of clinically evaluable subjects. 

Similarly, as, the inventive system collects an ever-increasing amount of data regarding 
clinical subjects (and, in particular, those who become evaluable), highly effective methods of 
recruiting subjects, who are most likely to become evaluable, may be identified. Thus, the 
inventive system will allow for the identification of the clinical subject recruiting techniques that * 
result in the highest enrollment rates and number of clinically evaluable subjects. 

Remaining Database Structures 

Figs. 24 A through 24D depict an exemplary data structure for implementing a subject 
database 2400. Again, it will be understood by those skilled in the art that the subject database 
of the present invention could be implemented using many different formats or structures, and 
that the particular structure shown in Figs. 24A through 24D represents one example of such a 
data structure. In addition to storing information inputted by the subject as discussed with 
reference to Figs. 2 through 6, database 2400 may store the criteria used by a potential clinical 
subject to search for a particular clinical study. The search criteria selected may be used to 
provide additional insight into the tendencies and/or interests of a potential clinical subject. 
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Fig. 25 depicts an exemplary data structure for implementing a study database 2500. Again, it 
will be understood by those skilled in the art that the subject database of the present invention 
could be implemented using many different formats or structures, and that the particular structure 
shown in Fig. 25 represents one example of such a data structure. 

While the description herein refers to the information existing in multiple databases, 
those of ordinary skill in the art will recognize and understand that all such information could be 
stored in a single database or n several databases structured differently than those described 
herein. 

It will be appreciated by those skilled in the art that changes could be made to the 
embodiments described above without departing from the broad inventive concept thereof. It is 
understood, therefore, that this invention is not limited to the particular embodiments disclosed, 
but is intended to cover modifications within the spirit and scope of the present invention as 
defined in the appended claims. 
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What is claimed is: 

1 . A method for recruiting a person to participate as a subject in a clinical study, comprising the 
steps of: 

(a) presenting one or more web pages that allow the person or a caregiver associated with 
the person to register with a database by submitting registration information to the database, 
wherein the registration information includes at least a geographic location of the person, at least 
one disease condition of interest to the person, contact information, and permission information 
indicating whether the person or caregiver wishes to receive notice of one or more clinical 
studies; 

(b) automatically registering the person or caregiver with the database upon receipt of the 
registration and permission information; 

(c) iafter step (b), automatically determining, in accordance with the permission 
information and the registration information, whether to provide the person or caregiver with 
notice of a given clinical study associated with a disease condition of interest to the person; and 

(d) providing the person or caregiver notice of the given clinical study only if a 
determination is made in step (c) to provide such notice. 

2. The method of claim 1, further comprising the steps of: 

(e) automatically presenting a questionnaire associated with the given clinical study to the 
person or caregiver after step (d); and 

(f) storing answers submitted by the person or caregiver in the database. 

3. The method of claim 2, further comprising the step of : 
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(g) accessing the information stored along with other information in the database to 
determine whether the person qualifies to participate as a subject in a clinical study different 
from the given clinical study after step (f). 

4. The method of claim 1, wherein the questionnaire includes criteria specified by a sponsor of 
the clinical study for determining whether the person is an eligible subject for the given clinical 
study. 

5. The method of claim 1, wherein steps (a) and (b) are performed during a registration visit by 
the person or caregiver to a web site associated with the one or more web pages, and step (d) 
includes notifying the person or caregiver of the given clinical study during a current or 
subsequent visit of the person or caregiver to the web site. 

6. The method of claim 5, wherein step (d) further includes providing a listing of information 
associated with the given clinical study in a personal library associated with the person or 
caregiver on the web site. 

7. The method of claim 1, wherein the notice provided in step (d) is sent by electronic mail from 
a web site associated with the one or more web pages to an e-mail address of the person or 
caregiver. 

8. The method of claim 1, wherein the notice provided in step (d) is sent by regular mail to the 
person or caregiver. 
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9. The method of claim 1, wherein the notice provided in step (d) is communicated by telephone 
to the person or caregiver. 

10. The method of claim 1, wherein a determination is made to provide the person or caregiver 
with the notice in step (c) in accordance with a geographic location of the given clinical 
study. 

1 1 . The method of claim 1 , wherein in step (c) a determination is made not to provide the person 
or caregiver with notice of the given clinical study. 

12. The method of claim 1, wherein in step (a) the registration information includes a user id, a 
password, electronic mail address or telephone number, zip code, first name or preferred 
name, gender, date of birth, whether the person is interested in clinical study information, 
new medical therapies, or participating in clinical studies. 

13. The method of claim 1, wherein a determination is made to provide the person or caregiver 
with the notice in step (c) in accordance with a geographic location of an investigator 
associated with the study. 

14. The method of claim 2, wherein the answers submitted by the person or caregiver are 
provided by telephone, regular mail, facsimile, and other off-line sources. 
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15. The method of claim 1, wherein the step of automatically determining further includes 
reference to genetic sequence information associated with a person registered in the database. 

16. A method for identifying subjects eligible to participate in a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information about a plurality of persons; 
wherein for each of said plurality listed in the database, the database includes a 

geographic location of the person, an age and a gender of the person, and disease conditions of 
interest to the person; 

(b) submitting a query to the database, wherein the query includes criteria that reflect 
eligibility characteristics for persons suitable for participation as subjects in the clinical study; 
and 

(c) identifying de-identified data records of persons likely to be subjects eligible for the 
clinical study based on the query. 

17. The method of claim 16, further comprising the steps of: 

(d) evaluating a feasibility of the clinical study based on the result of step (c); 

(e> exploring the feasibility of the clinical study by modifying the criteria and repeating 
steps (b)-(d) using the modified criteria. 

18. The method of claim 16 or 17, wherein step (b) includes querying a therapeutic incidence 
area database. 
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19. The method of claim 16 or 17, wherein step (b) includes querying an investigator database. 

20. The method of claim 16 or 17, wherein the accessed information was submitted by e-mail, 
regular mail, and personally. 

21. The method of claim 16 or 17, wherein the database includes a user id, a password, electronic 
mail address or telephone number, zip code, first name or preferred name, whether the person 
is interested in clinical study information, whether the user is interested in new medical 
therapies, and whether the person is interested in participating in clinical studies. 

22. The method of claim 16 or 17, wherein the criteria that reflect eligibility characteristics 
include medications taken by the person, the person's geographic location, disease conditions 
experienced by the person, and a geographic location of an investigator associated with the 
clinical study. 

23. The method of claim 16 or 17, wherein the database is accessed by a user through a web site, 
wherein there is a first firewall between the web site and the user and a second firewall 
between the web site and the database. 

24. The method of claim 16 or 17, wherein the database includes genetic sequence information 
for each of said plurality listed in the database. 
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25. The method of claim 16 or 17, wherein the criteria that reflect eligibility characteristics 
include inclusion/exclusion criteria for the clinical study. 

26. An integrated on-line interactive forum that promotes exchange of information among 
clinical study sponsors, clinical study investigators, and potential clinical study subjects, 
comprising: 

(a) an investigator database that contains information suitable for identification of 
qualified investigators for clinical studies sponsored by the sponsors; 

(b) a subject database that contains information suitable for identification of eligible 
subjects for clinical studies sponsored by the sponsors; and 

(c) an extranet coupled to the investigator database and the subject database that allows 
sponsors and investigators to securely exchange documents required to launch a clinical study. 

27. The forum of claim 26, further comprising one or more web pages that provide 
information describing clinical studies to potential clinical study subjects and permit potential 
clinical study subjects to register for inclusion in the subject database. 

28. The forum of claim 26 or 27, wherein privacy is protected by denying sponsors access to 
identifying information stored in the subject database. 

29. The forum of claim 28, wherein the identifying information is provided to the qualified 
investigators for potential subjects in a clinical study. 
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30. The forum of claim 26 or 27, wherein a web server is used for identifying potential subjects 
for clinical studies. 

31. The forum of claim 26 or. 27, wherein a web server is used for identifying qualified 
investigators for clinical studies. 

32. The forum of claim 26 or 27 further including a therapeutic incidence area database. 

33. The forum of claim of 27 wherein the extranet and the one or more web pages are accessed 
using different URJLs. 

34. The forum of claim 26 further comprising a website coupled to the extranet that includes 
content available online for training clinical study investigators. 

35. The forum of claim 27 further comprising a website coupled to the extranet that includes 
content available from online for training clinical study investigators. 

36. The forum of claim 26 further comprising a link from the subject database to an electronic 
data capture company. 

37. The forum of claim 27 further comprising a link from the subject database to an electronic 
data capture company. 



-71- 



BNSDOCID: <WO 0156942A1 J_> 



f I 

WO 01/55942 



PCT/US01/02936 



38. The forum of claim 26 or 27 further comprising a link to the subject database from an 
electronic medical records company. 

39. The forum of claim 26 or 27 further comprising a study listing database. 

40. A method for identifying a qualified investigator to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores a geographic location of each of a plurality 
of investigators; wherein the database also stores an incidence or a prevalence of each of a 
plurality of disease conditions in each of a plurality of different geographic locations; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the clinical study; and 

wherein the qualified investigator is identified from the database based on the query and 
in accordance with the incidence or prevalence of the selected disease condition in the 
geographic location of the qualified investigator. 

41 . A method for identifying a qualified investigator to perform a clinical study, comprising 
the steps of: 

(a) accessing a computer database that stores a geographic location of each of a plurality 
of investigators; wherein the database also stores a geographic location of subjects for the study; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the clinical study; and 
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wherein the qualified investigator is identified from the database based on the query and in 
accordance with the geographic location of subjects for the study. 

42. The method of claim 41 wherein the database also stores an incidence or a prevalence of 
each of a plurality of disease conditions in each of a plurality of different geographic locations; 
and wherein the qualified investigator is identified from the database also based on the incidence 
or prevalence of the selected disease condition in the geographic location of the qualified 
investigator. 

43. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

infonnation corresponding to the prescription writing history of the investigator with respect to a 
plurality of medications; and 

wherein the database also stores information that associates each of the medications with 
one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a given investigator is identified from the database based on the query and in 
accordance with the given investigator's prescription writing history. 

44. The method of claim 43 wherein the prescription writing history of the investigator is 
provided by the investigator to the database. 
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45. The method of claim 43 wherein the prescription writing history of the investigator is 
provided by a party other than the investigator to the data. 

46. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to a history of laboratory procedure requests made by the 
investigator; and 

wherein the database also stores information that associates each of the historical 
laboratory procedure requests with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a given investigator is identified from the database based on the query and in accordance 
with the given investigator's historical laboratory request information. 

47. The method of claim 46 wherein the investigator's historical laboratory procedure results are 
provided by the investigator to the database. 

48. The method of claim 46 wherein the investigator's historical laboratory procedure results 
are provided by a party other the investigator to the database. 
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49. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to past participation of the investigator in clinical studies; 

(b) submitting a query to the database, wherein the query includes criteria corresponding 
to past clinical study experience suitable to qualify investigators for participating in a clinical 
study; and 

(c) identifying qualified investigators from the database based on the query. 

50. The method of claim 49 wherein the past participation of the investigator is provided by the 
investigator to the database. 

5 1 . The method of claim 49 wherein the past participation of the investigator is provided by a 
party other the investigator to the database. 

52. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 

wherein a data record is stored for each investigator listed in the database and includes 
information corresponding to a medical specialty of the investigator; and 

wherein the database also stores information that associates the medical specialty with 
one or more disease conditions; 
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(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the given investigator's medical specialty. 

53. The method of claim 52 wherein the investigator's medical specialty information is provided 
by the investigator to the database. 

54. The method of claim 52 wherein the investigator's medical specialty is provided by a 
party other the investigator to the database. 

55. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to experience of a medical staff of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the experience of the medical staff of the qualified investigator's medical 
specialty. 
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56. The method of claim 55 wherein the information regarding experience of the investigator's 
medical staff information is provided by the investigator to the database. 

57. The method of claim 55 wherein the information regarding experience of the 
investigator's medical staff information is provided by a party other the investigator to the 
database. 

58. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to how many clinical studies have been performed by the 
investigator; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with how many clinical studies have been performed by the qualified investigator. 

59. The method of claim 58 wherein the information corresponding to how many clinical studies 
have been performed by the investigator is provided by the investigator to the database. 
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60. The method of claim 59 wherein the infonnation corresponding to how many clinical 
studies have been performed by the investigator is provided by a party other the investigator to 
the database. 

61. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores infonnation on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to hospital affiliations of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the qualified investigator's hospital affiliations. 

62. The method of claim 61 wherein the investigator's hospital affiliations information is 
provided by the investigator to the database. 

63. The method of claim 61 wherein the investigator's hospital affiliations is provided by a 
party other the investigator to the database. 

64. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
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wherein a data record is stored for each investigator listed in the database and includes 
information corresponding to a number of beds in hospital affiliations of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the number of beds in hospital affiliation of the qualified investigator, 

65. The method of claim 64 wherein the number of beds in hospital affiliations of the 
investigator is provided by the investigator to the database. 

66. The method of claim 64 wherein the number of beds in hospital affiliations of the 
investigator is provided by a party other the investigator to the database. 

67. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators;, 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to insurance provider affiliations of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the insurance provider affiliations of the qualified investigator. 
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68. The method of claim 67 wherein the insurance provider affiliations of the investigator is 
provided by the investigator to the database. 

69. The method of claim 67 wherein the insurance provider affiliations of the investigator is 
provided by a party other the investigator to the database. 

70. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to mandated 1KB relationships of the investigator; and 

wherein the database also stores information that associates the mandated 1KB 
relationships with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the mandated 1KB relationships of qualified investigator. 

71. The method of claim 70 wherein the mandated IRB relationships of the investigator is 
provided by the investigator to the database. 

72. The method of claim 70 wherein the mandated IRB relationship of the investigator is 
provided by a party other the investigator to the database. 
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73. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to regulatory agency audits of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the regulatory agency audits information of the qualified investigator. 

74. The method of claim 73 wherein the information corresponding to regulatory agency audits : 
of the investigator is provided by the investigator to the database. 7 

75. The method of claim 73 wherein the information corresponding to regulatory agency 
audits of the investigator is provided by a party other the investigator to the database. 

76. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 
information corresponding to PRF affiliations of the investigator; and 
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wherein the database also stores information that associates the PRF affiliations with one 
or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the qualified investigator's PRF affiliations. 

77. The method of claim 76 wherein the investigator's PRF affiliations information is provided 
by the investigator to the database. 

78. The method of claim 76 wherein the investigator's PRF affiliation information is 
provided by a party other the investigator to the database. 

79. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to equipment of the investigator; and 

wherein the database also stores information that associates the equipment of the 
investigator with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 



-82- 



<WO 0155942A1 J_> 



WO 01/55942 



PCT/US01/02936 



wherein a qualified investigator is identified from the database based on the query and in 
accordance with the equipment of the qualified investigator. 

80, The method of claim 79 wherein the investigator's equipment information is provided by the 
investigator to the database. 

81.. The method of claim 79 wherein the investigator's equipment information is provided by 
a party other the investigator to the database. 

82. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to the investigator's practice setting; and ~ 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the qualified investigator's practice setting. 

83; The method of claim 82 wherein the investigator's practice setting information is provided 
by the investigator to the database. 
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84. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

. (a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 
information corresponding to the investigator's city and state of practice; and 

wherein the database also stores information that associates the investigator's city and 
state of practice information with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a: qualified investigator is identified from the database based on the query and in 
accordance with the qualified investigator's city and state of practice information. 

85. The method of claim 84 wherein the investigator's city and state of practice information 
is provided by the investigator to the database. 

86. A method for identifying investigators qualified to perform a clinical study, comprising the 
steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to the investigator's name; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 
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wherein a qualified investigator is identified from the database based on the query and in 
accordance with the qualified investigator's name. 

87. The method of claim 86 wherein the investigator's medical specialty information is provided 
by the investigator to the database. 

88. The method of claims 43, 44, or 45 wherein the query further includes search criteria 
selected from the group consisting of, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to the medical specialty of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated 1KB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to PRF affiliations of the investigator, 
information corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and state of 
practice, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
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of a plurality of types at geographic locations, and information corresponding to claims and 
information corresponding to the investigator's name. 

89. The method of claims 46, 47, or 48 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to the medical specialty of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated ERB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to PRF affiliations of the investigator, 
information corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and state of 
practice, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims and 
information corresponding to the investigator's name. 
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90. The method of claims 49, 50, or 51 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to the medical specialty of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated 1KB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to PRF affiliations of the investigator, 
information corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and state of 
practice, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims and 
information corresponding to the investigator's name. 

91 . The method of claims 52, 53, or 54 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 

> 
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investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to how many clinical studies have been performed by 
the investigator, information corresponding to hospital affiliations of the investigator, 
information corresponding to insurance provider affiliations of the investigator, information 
corresponding to mandated 1KB relationships of the investigator, information corresponding to 
regulatory agency audits of the investigator, information corresponding to PRF affiliations of the 
investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

92. The method of claims 55, 56, or 57 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to how many clinical studies have been performed by 
the investigator, information corresponding to hospital affiliations of the investigator, 
information corresponding to insurance provider affiliations of the investigator, information 
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corresponding to mandated IRB relationships of the investigator, information corresponding to 
regulatory agency audits of the investigator, information corresponding to PRF affiliations of the 
investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease, conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

93 . ' The method of claims 5 8, 59, or 60 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to hospital affiliations of the investigator, information corresponding 
to insurance provider affiliations of the investigator, information corresponding to mandated IRB 
relationships of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the investigator's 
practice setting, information corresponding to the investigator's city and state of practice, 
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investigator information corresponding to services performed at the investigator hospital 
affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims and 
information corresponding to the investigator's name. 

94. The method of claims 61, 62, or 63 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of amedical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to insurance provider affiliations of the investigator, 
information corresponding to mandated IRB relationships of the investigator, information 
corresponding to regulatory agency audits of the investigator, information corresponding to PRR 
affiliations of the investigator, information corresponding to equipment of the investigator, 
information corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
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disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

95. The method of claims 64, 65, or 66 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated IRB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to PRF affiliations of the investigator, " 
information corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and state of 
practice, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims and 
information corresponding to the investigator's name. 
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96. The method of claims 67, 68, or 69 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to mandated IRB relationships of the investigator, information corresponding to 
regulatory agency audits of the investigator, information corresponding to PRF affiliations of the 
investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

97. The method of claims 70, 71, or 72 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
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investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
regulatory agency audits of the investigator, information corresponding to PRF affiliations of the 
investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease conditions in each of ia plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

98. The method of claims 73, 74, or 75 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
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corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated IRB relationships of the investigator, information corresponding to PRF affiliations of 
the investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

99. The method of claims 76, 77, or 78 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, 
information corresponding to how many clinical studies have been performed by the 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated IRB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to equipment of the investigator, 
information corresponding to the investigator's practice setting, information corresponding to the 
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investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

100. The method of claims 79, 80, or 81 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator with 
respect to a plurality of medications, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to experience of a medical staff of the 
investigator, information corresponding to experience of a medical staff of the investigator, * 
information corresponding to how many clinical studies have been performed by the r 
investigator, information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information corresponding to 
mandated IRB relationships of the investigator, information corresponding to regulatory agency 
audits of the investigator, information corresponding to PRF affiliations of the investigator, 
information corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a plurality of 
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disease conditions in each of a plurality of types at geographic locations, and information 
corresponding to claims and information corresponding to the investigator's name. 

101 . The method of claims 82 or 83 wherein the query further includes search criteria selected 
from the group consisting of the prescription writing history of the investigator with respect to a 
plurality of medications, information corresponding to a history of laboratory requests made by 
the investigator, information corresponding to past participation of the investigator in clinical 
studies, information corresponding to experience of a medical staff of the investigator, 
information corresponding to experience of a medical staff of the investigator, information 
corresponding to how many clinical studies have been performed by the investigator, 
information corresponding to hospital affiliations of the investigator, information corresponding 
to insurance provider affiliations of the investigator, information corresponding to mandated HUB 
relationships of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the investigator's 
city and state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory results, 
information corresponding to the geographic location of subjects of the investigators, 
information corresponding to the incidence or prevalence of each of a plurality of disease 
conditions in each of a plurality of types at geographic locations, and information corresponding 
to claims and information corresponding to the investigator's name. 
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102. The method of claims 84 or 85 wherein the query further includes search criteria selected 
from the group consisting of the prescription writing history of the investigator with respect to a 
plurality of medications, information corresponding to a history of laboratory requests made by 
the investigator, information corresponding to past participation of the investigator in clinical 
studies, information corresponding to . experience of a medical staff of the investigator, 
information corresponding to experience of a medical staff of the investigator, information 
corresponding to how many clinical studies have been performed by the investigator, 
information corresponding to hospital affiliations of the investigator, information corresponding 
to insurance provider affiliations of the investigator, information corresponding to mandated IRB 
relationships of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the investigator's 
practice setting, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information * 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims 

and information corresponding to the investigator's name. 

1 03. The method of claims 86 or 87 wherein the query further includes search criteria selected 
from the group consisting of the prescription writing history of the investigator with respect to a 
plurality of medications, information corresponding to a history of laboratory requests made by 
the investigator, information corresponding to past participation of the investigator in clinical 
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studies, information corresponding to experience of a medical staff of the investigator, 
information corresponding to experience of a medical staff of the investigator, information 
corresponding to how many clinical studies have been performed by the investigator, 
information corresponding to hospital affiliations of the investigator, information corresponding 
to insurance provider affiliations of the investigator, information corresponding to mandated IRB 
relationships of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the investigator's 
practice setting, investigator information corresponding to services performed at the investigator 
hospital affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in each 
of a plurality of types at geographic locations, and information corresponding to claims 
and information corresponding to the investigator's city and state of practice. 

104. A method for developing a permission based online database, comprising the steps of: 

(a) presenting one or more web pages that allow a person to register with a database by 
submitting registration information to the database, wherein the registration information includes 
name information and contact information and permission information indicating whether the 
person wishes to receive notice of one or more clinical studies; 

(b) automatically registering the person with the database upon receipt of the registration 
and permission information; 
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(c) obtaining permission from the person to send information regarding drugs, medical 
devices or medical therapies; 

(d) building the database by repeating steps (a) through (c); and 

(e) generating a list for use in marketing drugs, medical devices and medical therapies to 
persons by querying the database using criteria associated with the drugs, medical 
devices or medical therapies. 

1 05 . The method of claim 1 04, further comprising the steps of: 

(f) automatically determining, in accordance with the registration and permission 
information, whether to provide the person with notice of a clinical study associated 
with a disease condition of interest to the person; 

(g) automatically presenting a questionnaire associated with the given clinical study to 
the person; and 

(h) storing answers submitted by the person in the database. 

106. The method of claim 104, further comprising the step of sending information to persons 
on the list regarding a drug, medical device and medical therapy. 

107. A method of maintaining the confidentiality of clinical study information associated with 
each of a plurality of clinical study sponsors, comprising the steps of: 

(a) receiving said clinical study information from said plurality of clinical study 
sponsors; and 

(b) storing said clinical study information in a database; 
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wherein each sponsor is permitted full access to said clinical study information 
submitted by that sponsor and only aggregated access to information submitted by other 
sponsors. 

108. The method of claim 107 wherein said clinical study information comprises at least one 
of investigator information, sponsor identification, protocol information, drug indication 
information, drug class information, clinical study enrollment goal information, actual clinical 
study enrollment information, and clinically evaluable subjects information. 

109. The method of claim 108 wherein each sponsor is denied access to said protocol 
information, said drug class information and said sponsor identification information of other 
sponsors. 

1 10. A method for ranking a clinical investigator, comprising the steps of: 

(a) selecting at least two ranking criteria from the group consisting of investigator 
experience, professional certification, scientific leadership, regulatory audits and study 
coordinator experience; and 

(b) determining the ranking for the clinical investigator by generating a composite 
ranking score from the at least two ranking criteria. 

111. A method for identifying investigators qualified to perform a clinical study, comprising 
the steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 

wherein a data record is stored for each investigator listed in the database and includes 
information corresponding to a history of laboratory results of the investigator; and 

wherein the database also stores information that associates each of the laboratory results 
with one or more disease conditions; 

-100- 



<WO 0155942A1J_> 



WO 01/55942 PCT/US01/02936 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a given investigator is identified from the database based on the query and in accordance 
with the given investigator's historical laboratory results information. 

112. The method of claim 111 wherein the history of laboratory results of the investigator is 
provided by the investigator to the database. 

113. The method of claim 111 wherein the history of laboratory results of the investigator is 
provided by a party other than the investigator to the database. 

1 14. A method for identifying investigators qualified to perform a clinical study, comprising 
the steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to services performed in hospital affiliations of the investigator; and 

wherein the database also stores information that associates the services performed in 
hospital affiliations with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the services performed in hospital affiliations of the qualified investigator. 
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115. The method of claim 114 wherein the services performed in hospital affiliations of the 
investigator is provided by the investigator to the database. 

116. The method of claim 1 14 wherein the services performed in hospital affiliations of the 
investigator is provided by a party other than the investigator to the database. 

1 17. A method for identifying investigators qualified to perform a clinical study, comprising 
the steps of: 

(a) accessing a computer database that stores information on a plurality of investigators; 
wherein a data record is stored for each investigator listed in the database and includes 

information corresponding to claims information of the investigator; and 

wherein the database also stores information that associates the claims information with , 
one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query and in 
accordance with the claims information. 

118. The method of claim 1 17 wherein the claims information of the investigator is provided 
by the investigator to the database. 

1 19. The method of claim 117 wherein the claims information of the investigator is provided 
by a party other than the investigator to the database. 
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120. The method of claim 107 wherein the aggregated access provides a lesser degree of detail 
of said information. 
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Introduction: What are clinical trials? 

Quite simply, a clinical trial is a very carefully structured 
study that evaluates the effectiveness of a drug against a 
specific disease or condition. Clinical trials can focus on a 
new drug or they may be used to determine new uses for 
existing medications. 

When a promising new medication is identified, the drug 
undergoes careful evaluation for safety and effectiveness 
through the clinical trial process. Typically, the doctors 
chosen to conduct clinical trials are experts within their 
medical specialties. The pharmaceutical or biotechnology 
company that is sponsoring the trial reporte their findings to 
the U.S. Food and Drug Administration (FDA). The FDA 
reviews those findings and if they determine that the drug 
is both effective and safe to use, then they will make the 
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drug available for broader use by doctors and their 
patients. 

Doctors conducting clinical trials frequently ask their 
patients if they are interested in volunteering to participate 
in a clinical trial. Each trial has different requirements for 
how it is conducted, such as conditions for patient 
eligibility, length of the study, dosage of the study drug, and 
types of medical procedures, to name a few. If you are 
interested in participating in a clinical trial, it is very 
important that you review these requirements with the 
doctor conducting the clinical trial to ensure your eligibility 
and to determine the potential benefits and risks from the 
trial. 

If you are looking for clinical trials that may be beneficial for 
you, please search our clinical trials listing for details on 
type and location. This is the first step to review the 
exciting medical research on the potential new treatments 
of tomorrow that may benefit you today. 

4» Back to top 

Why are clinical trials important? 

Clinical trials are important to increase medical knowledge 
and find better ways to help people. Generally, the goal of 
clinical trials is to introduce an investigational treatment 
that is safer and more effective than the standard treatment 
for a particular disease or condition, in addition, for those 
diseases for which there are no treatment options, 
research and clinical trials may be the only avenue to 
uncover a potential treatment. 

& Back to top 

The clinical trial process. 

After a drug is successfully tested in laboratory and animal 
studies, the FDA grants approval for testing to begin in 
humans. The testing of drugs in clinical trials - also called 
clinical studies or clinical research - usually occurs in three 
and sometimes four different phases or steps. Each phase 
normally involves a larger number of people. 

Phase I, In Phase I trials, researchers study how quickly an 
investigational treatment works and how the human body 
processes the investigational treatment. They also try to 
find dose ranges that will produce the desired effects. 
Phase I trials typically involve healthy volunteers, but 
sometimes severely ill patients will participate in these 
trials. 

Phase II. In these trials, the safety and effectiveness of an 
investigational treatment is studied in larger groups of 
people who have the disease or condition to be treated. 



BNSDOCID: <WO. 



_0155942A1J_> 



WO 01/55942 PCT/US01/02936 

11/89 



Phase III. In Phase III trials, the safety and effectiveness of 
an investigational treatment are studied in larger 
populations of people for whom the drug is intended. 
Typically, there are hundreds or thousands of people in a 
Phase III trial. Often, the investigational treatment is 
compared with standard treatments in hopes of finding 
better ways to help people. The pharmaceutical or 
biotechnology company that is sponsoring the trial reports 
the findings from Phase III trials to the U.S. Food and Drug 
Administration (FDA). 

Phase IV. Phase IV trials are also called post-marketing 
trials. Only after the FDA has determined that the medicine 
is both safe to use and equivalent or superior to existing 
therapies is it then made available for broader use by 
physicians and their patients. Phase IV trials take place 
after a drug has been approved. Findings from Phase IV 
trials provide additional information about the safety and 
efficacy of the drug. 

Back to top 

How are participanfs rights and safety protected 
during a clinical trial? 

The FDA is the government agency that develops policies 
and guidelines that protect the rights, safety, and 
well-being of people involved in clinical research. The rights 
and safety of people participating in clinical trials are also 
protected by an Institutional Review Board and by an 
informed consent form. An Institutional Review Board (IRB) 
is comprised of both physicians and lay people for the 
purpose of studying the design of the trial and ensuring that 
participant's rights are maintained. The informed consent 
form explains the clinical trial and outlines a participants 
rights. You should always be given an informed consent 
form prior to enrolling in any clinical trial. 

o Back to top 

Who pays for clinical trials? 

. Sponsors fund clinical trials. This funding can come 
from the federal government via the National 
Institutes of Health (NIH) or directly from 
pharmaceutical and biotech companies. 

• The clinical trial sponsor contracts with specialized 
physicians and/or researchers to administrate the 
trial. Settings for the trials could range from the 
physician's office to a hospital or research facility. 
Reimbursement for this service is typically paid out on 
a per-patient basis. 

. Sponsors may pay you to participate in a clinical tnal. 
Typically, these fees, when provided, are nominal. 

• Medical care is often provided at no cost to the 

£\6> JFC 
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patients, but they still may be responsible for other 
expenses such as travel between their homes and 
the healthcare facility. 

Patients may also have to pay for some medical 
procedures, tests, or hospital stays if these are considered 
a part of standard treatment and not part of the clinical trial. 
Before you enroll, you should determine exactly who pays 
for what services. 

& Back to top 

Where can you get more information about clinical 
trials? 

If you or someone you know has a medical problem and is 
thinking about taking part in a clinical trial, speak to your 
healthcare provider first. In taking an active role in the 
management of your health, you may want to work closely 
with your provider to find out if a particular clinical trial is 
right for you. 

O Back to top 

Questions you need to ask. 

• What is the length of your involvement in the clinical 
trial? How long will the trial last? 

• Where will you have to go in order to participate in 
the clinical trial? 

• What are the possible treatments you may receive 
while in the clinical trial? 

• Do the treatment alternatives they provide cover all 
possible treatments for this disease? If not, what are 
your other treatment alternatives? 

• What procedures are built into the study to keep you 
safe from harm while you are participating? 

• What are the risks and benefits of participating in the 
clinical trial? 

• If there are risks, what will happen should you have 
an adverse reaction to the treatment in the study? 

• What costs may you incur if you participate? 

• Will the treatment be available to you even after the 
clinical trial has concluded? 

• Where are the funds coming from to conduct this 
trial? What is their purpose in sponsoring the trial? 

You should also feel free to ask any other question about 
the trial you want answered. 

& Back to top 

Common terms used in clinical trials. 

Clinical trial: A clinical trial - also called a clinical study or 
clinical research - is a way to evaluate the safety and 
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benefits of a new drug in a carefully controlled setting. The 
new drug is tested in people who volunteer to participate in 
the trial. 

Clinical investigator: A clinical investigator is a doctor or 
scientist who is responsible for carrying out the planned 
research activities for a clinical trial. Typically, the doctors 
chosen for these clinical activities are experts within their 
medical specialties. 

Coordinator: A coordinator is a person (usually a nurse or 
other medical professional) who is responsible for 
organizing the planned clinical research activities for a trial. 
The coordinator is also responsible for taking care of 
important study documents. 

Food and Drug Administration: The Food and Drug 
Administration is often referred to as the FDA. The FDA is 
a government agency that develops policies and guidelines 
that protect the rights, safety, and well-being of people 
involved in clinical research. The FDA also enforces the 
laws that govern the approval, regulation and monitoring of 
drugs and medical devices. 

Informed consent: Informed consent is a process that 
confirms a patient understands the nature of the study, the 
risks involved, and the expected benefits of treatment. A 
written and dated form called the "informed consent form" 
is signed by a patient to document this process. 

institutional Review Board: An Institutional Review Board 
is usually referred to as the "IRB." The IRB is a group of 
medical, scientific, and nonsciehtific people that are 
responsible for reviewing and approving the planned 
clinical activities of a study. The group ensures the 
protection of the rights, safety, and well-being of patients 
who volunteer for clinical trials. 

Investigational treatment: Investigational treatment is 
another term for the drug, treatment, or medical device that 
is studied in a clinical trial. 

Principal investigator: The principal investigator is the 
doctor or researcher who is put in charge of all clinical 
activities at a particular study location and who supervises 
the care of patients in the study. 

Protocol: A protocol is a plan that contains guidelines for a 
clinical study. The pharmaceutical or biotechnology 
company that discovered the investigational treatment 
usually develops the protocol. 

Sponsor: The sponsor is the organization that funds a 
clinical trial and that develops a plan for the research. The 
organizations can be a pharmaceutical or biotech 
company, a research institution, or other health 
organization. 
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Standard treatment: Standard treatment is a term that 
refers to approved medical procedures, drugs, tests, or 
hospitalizations that are a part of the general care 
considered to be appropriate for certain diseases and 
conditions. It is the 'best treatment' currently known for a 
given disease. If there are no current treatments shown to 
be effective against a particular disease, then no treatment 
would be the standard treatment for that condition. 
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n Feature Stories 



ft News Archive 
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& Register Now 

Review Clinical Trials 
Ask Questions and More 



Clinical Trials 
; Search Clinical Trials 



Use these search criteria to find clinical trials. 



i Select a condition 



32 



and/or 

F Select a state - 



33 * 6©3 



o Contact me for a clinical trial 



! Welcom e to Cli n ical T rials j 

When a promising new medication is identified, careful 
evaluation of the safety and effectiveness of the drug then 
occurs in the clinical trials process. Typically, the doctors 
chosen to conduct clinical trials are experts within their 
medical specialties. Findings from the clinical trials are 
reported by the pharmaceutical or biotechnology company 
that is sponsoring the clinical trial to the US Food and Drug 
Administration — the FDA. Only after the FDA has 
determined from reviewing the findings from clinical trials 
that the medicine is both safe to use and effective is it then 
made available for broader use by doctors and their 
patients. 

Doctors conducting clinical trials frequently ask their 
patients if they are interested in volunteering to participate 
in a clinical trial. Each trial has different requirements for 
how it is conducted, such as conditions for patient 
eligibility, length of the study, dosage of the study drug, and 
types of medical procedures, to name a few. If you are 
interested in participating in a clinical trial, it is very 
important that you review these requirements with the 
doctor conducting the clinical trial to ensure your eligibility 
and to determine the potential benefits and risks from the 
trial. 

If you are looking for information on where clinical trials are 
taking place and the types of trials that are available, you 
can search our clinical trials listing. If you want to learn 
more about clinical trials, please see our About Clinical 
Trials page. These are the first steps in learning about 
clinical trials and in deciding how medical research on 



1 of 2 
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clinical trials and in deciding how medical research on 
possible treatments for tomorrow may help you today. 

About Clinical Trials will provide you with more information. 
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General Trial interest Form 



Please select the therapeutic areas and the specific 
conditions that interest you. Select up to three conditions 
below. Your selections) will be saved to the Medical 
Conditions section of My Profile, where you can select 
additional conditions. 

Primarily interested ^tsy 

© for myself 

O for someone else 



I iS^Wrtherapeuflc^re^ [7| Go ~*) 
- Select therapeutic area [7{ ( ffi Qq } 
• Select therapeutic area fr| i 3$<30 } 

How would you like us to contact you? 
f£l by email 
r| by phone 
p by regular mail 



First Name 
Last Name 
Phone # 

Email 
Address 

City 

State 

ZIP Code 

Best time to 
contact you 

Willing to travel 



ext. 




Select state 



J 



B 



day 



1-10 miles p] 



603 



( fo Submit ) <J% CanceQ 



to 
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® Feature Articles 



^ Medical News 



3> Ask the Expert 



OAS About 
Clinical Trials 



o Tutorial 



Register 



Step 1 of 3 



Therapeutic Area 



O Cancer 



9 Neurological 
Conditions 



7?. -, . /- r c;~ ■ ■ 

p, Re^fster <J3 oW<i*:/' -. ■; 



Welcome! 

To register with ■ we invite you to complete the following questionnaire 

aboutyou and your health. This should take approximately 5 minutes to 
complete. • will use the information to presentyou with new medical 
therapy and cOnical trial information that is of specific interest to you. 

Your privacy and security are very important to us; therefore we encourage you 
to review our Privacy & Security Policy . 

Choose Your Username and Password 



Please choose a username 
Please choose a password 
Please re-type your password 

Choose your reminder question I What is your mother's maiden name ly} 

Please enter your answer to the i [ 

question 1 1 

Are you seeking information for yourself, or for someone else? 

I am seeking information for myself 
O 1 am seeking information for someone else 
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e> Feature Articles 



o Medical News 



» Ask the Expert 

* AH About 
Clinical Trials 



O Tutorial 



Therapeutic Area 



Personal Information / Medical 
Conditions 

* denotes required information 



Personal Information 

Salutation 
First Name* 



Step 2 of 3 



o Cancer j 

a Neurological 
Conditions | 



Question? ma.Mcie " { 



Last Name 

Birthdate (montfityear)* 
Gender* 

Ethnic Background 

Contact Information 

Email Address* 
Telephone Number 
Postal or Zip Code T 
Country 



(Please enter ycur.first name or the name you prefer to be 
called when you are welcomed to the site.) 



1-PlckOne-g l ] 
|- Pick One -"3 



|-PickOne- 



nz2 



bPjckOne- El 

0 I do not want to receive information by e-mail. 
Medical Conditions 

By completing this section, you will help us to provide you with information that 
meets your interests. 

1 am Interested In the following conditions * (you may choose more 
than one): 



Medical Conditions; * 



Acne 

AIDS/HIV 

Allergies 

Alopecia (Heir Loss) 



My Conditions: 



Alopecia (Hair Loss) 
Cancer. Prostate 
Seizures (Epilepsy) 




I 
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O Tutorial 
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& Cancer 
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Conditions 



^» Agister Nct^ 1 

' ' Review ;C Gnioa I Tri^ . . *] 
v.4^ .Q'u<»*JflS. and Mor* f 



) Search clinicel trials^ 



1 ffi 



go 



Information Request Step 3 of 3 

I would like to receive information about my conditions: 



Alopecia (Hair Loss): 

□ Send me Clinical Trial Opportunities 

□ Send me News and New Medical Therapies 

□ Do not send me information 

Cancer -Prostate: 

□ Send me Clinical Trial Opportunities 

□ Send me News and New Medical Therapies 

□ Do not send me information 

Seizures (Epilepsy): 

H Send me Clinical Trial Opportunities 

□ Send me News and New Medical Therapies 

□ Do not send me information 



Pii 



K 
§ 



i 



Terms and Conditions . 

Please read the following Terms and Conditions Agreement. 



By selecting "I Accept", you are accepting the Terms and Conditions above 
and will become a registered user. 



I 

m 



f 

I 



8 
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o Feature Articles 



» Medical News 



^ Ask the Expert 



a AO About 
GMcal Trials 



a Tutorial 



Therapeutic Area 



& cancer 



& Neurological 
Conditions 



Registration Complete 

Thank you for registering with , US- 

Your request to receive information about me conditions you selected is being 
processed; you should receive updates periodically. 

As a result of your interest in clinical trial opportunities, we would like to ask 
you additional questions about your health and medical condition(s). These 
questions are similar to what a doctor, or other medical professional would 
ask you when you are being screened for participation in a specific clinical 
trial This information is important in determining your possible preliminary 
eligibility for a specific clinical trial. 

Please take a few more minutes to answer the next set of questions, and 
keep in mind that these are optional. If you do not have time to complete the 
additional questions right now, you may update your profile the next time you 
login to acurian.com. Would you like to continue? 
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home i register I login 



1 Search dinica) trials 



my library I my profile 1 about us 



Medications (Optional) 



Step 1 of 5 



Are you taking prescription (Rx) or over-the-counter (OTC) medications for these 
conditions? 



Your Medical Conditions 

Alopecia (Hair Loss) 
Cancer : Prostate 
Seizures (Epilepsy) 



Prescription 

D 
□ 
□ 



Over-the- 
Counter 

□ 

□ 



No Medications 

□ 
D 
D 



Do you take medications for any of the following conditions: 




Medication 


Yes 


No 


Allergies or Asthma 


O 


o 


Heartburn 


o 


o 


Diabetes 


o 


o 


High Blood Pressure 


o 


o 


Pain 


o 


c 


Thyroid Disorders 


o 


c 


Heart Conditions 


o 


o 




§ 
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Health Habits (Optional) 



Step 2 of 5 



Therapeutic Area 



O Cancer 



o Neurological 
Conditions 



J 




It is often important to know your health habits when presenting you with possible 
clini cai tri al opportuniti es 

How often do you exercise? 
O Never 
o Once a week 
O Twice a week 
O Three times a week 
O Four or more times a week 
O Daily 

How often do you visit your primary care physician? 
C Once a year 
a 2-4 times a year 
o Every month 

O I do not have a primary care physician 

Do you smoke cigarettes? 
O No, I have never smoked 
O No. I quit smoking 
o Yes, daily 
O Yes, occasionally 

If you smoke . how m any ci garettes do you smoke per day? 
Please enter 1 i Cigarettes Per Day 

If you smoke, how o ld were you when you started smoking? 
Please enter I 1 years old 

Do you drink alcoholic beverages? 
O No 

O Yes, occasionally 

C Yes, 1-2 drinks per day 

O Yes, more than 2 drinks per day 

Overall, how would you rate your health? 
O Excellent 
O Good 
o Fair 
o Poor 



i! 



§1 

I 



li 



m 



Fry- CX 
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homB I register I login 



j Search clinical trials 



my library I my profile 'l about us I help 



Clinical Trial Experience (Optional) 



Step 3 of 5 



A clinical trial is a carefully structured study that evaluates the effectiveness of a 
drug against a specific disease or condition. Clinical trials can focus on a new 
drug or they may be used to determine new uses for existing medications. 

The following questions ask about your experience and interest in participating in 
clinical trials. These questions are to help us know how many members of . ooC^ 
have participated in clinical trials before. 

How many clinical trials have you participated in? 
oo 

O 1 

O 2-3 

O 4 or more 

How interested would you be in participating in a clinical trial for a drug that might 
be used to treat any medical condition(s) you may have? 

O Very Interested 

O Somewhat Interested 

o Not Sure 

O Not Interested 

If interested in clinical trial participation, howfar would you be willing to travel to 
participate in a clinical trial? 

O 1-10 miles 

O 11 -50 miles 

O 51-100 miles 

O More than 100 miles 

O Any distance 
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Therapeutic Area 



O Cancer 



© Neurological 
Conditions 



myhbrary i my profile l about us 



Clinical Trial Questions 



Step 4 of 5 



Earlier in the registration process, you expressed interest in clinical trial 
opportunities. When you are screened for a clinical trial, the doctor at the trial site 
needs to know more information about your health and the medical condition(s) 
for which you have been diagnosed. Your answers to the following questions may 
help determine if you may potentially qualify for a specific clinical trial. 

Listed below are the conditions you selected earii er in the questionnaire. After you 
answer questions about each condition, a check mark will appear to the right 
Your information wit be saved after you complete each section. If you are unable 
to complete these at this time, we will askyou to update your profile the next.time 
you login to acurian.com. 



Condition 

Alopecia (Hair Loss) 
Cancer Prostate 
Seizures (Epilepsy) 



Questionnaire 
Complete 

D 
□ 
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my library I my profile i about us I help 



1M 



Feedback 

Thank you for taking the time to complete your profile. 



Step 5 of 5 



The information you entered will be saved in the My Profile of ouc %\\^ * . You 
may update this information at anytime by selecting the My Profile button at the 
top of the page. We ask that you review your profile at least once a month, so that 
we may have the most accurate information when trying to present you with clinical 
trial or medical information. 

Acurian welcomes your feedback. Please provide us with any comments you 
would like to share about the questions asked in this registration process. 
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Thank You 

Your message was sent successfully. Thank you for contacting / ilS * Your 
comments will help us serve you better. 



Review CHnioal Trials '*£ • .• i 
| *fei<fX)ii«s&im. and ■ Mite ; j 

- ■ - — : — * 
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Register Now 
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Ask Question? and More 



Home / Knowledge Center / 

Welcome to My Library 

Here's your chance to create a library of your very own. My 
Library is where you can store all kinds of information 
found throughout the site. Whether it's clinical trial 
information, abstracts on news articles, drug information, 
perspectives from our medical experts or personal stories, 
links to the items you select will be saved in this area for as 
long as you choose to keep them there. All you have to do 
is click the "Save to My Library" button found throughout 
the site. 

In addition, you can type in personal notes along with the 
items you save. We will not access, use, or review your 
personal notes for any reason. 

If you'd like to go directly to one of the five sections, select 
a link below: 

d Drug information 
e> Clinical Trials 
® Ask The Expert 
® Feature Stories 



□ Do not show this page again. 
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./../-/ Investigator Questionnaire 

Investigator Questionnaire 

Step 1 of 3 

Thank you for your interest in joining our investigator 
database. The foilowing questionnaire wili take 
approximately one hour to complete. The privacy and 
security of your information is important to us. AH 
information you submit is transmitted over a secure server. 
For more information, read our 

Asterisks (*) denote required fields. 



- Select State/Province - 



~ Select Country - Jr\ 



Last Name * 
First Name * 
Middle Name 
Degree(s) * 

Primary Research 
Facility's Organization or 
Institutional Name * 
Street Address * 

City * 

State / Province / Region 

* 

Country * 

Zip Code / Postal Code * 
Phone (with area code) * 

Telephone Extension 
Fax (with area code) 
Email Address 
Primary Specialty * 
Board Certification (s) * O Yes O No 
Year of Certification 
Board Eligible * 
Sub Specialty 
Board Certification (s) 
Year of Certification 
Board Eligible 

Number of years 
Investigator has 
participated in trials? * 




- Select One - 



703 



j 



O Yes O No 



L 



O Yes O No 



O Yes O No 

□ 
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Indicate all phases of 
clinical 

research in which the 
Investigator participated 

How many investigators 
conduct research at this 
PRF?* 



□ Phase I □ Phase 

□ Phase III □ Phase IV 

I 1 investigators 



n \nou> 



Is the Investigator 
affiliated with: 
(check all that apply) 

If affiliated with a local 
IRB, what is its name? 

How often does the local 
IRB meet? 



□ Local IRB □ Central IRB 

□ IEC (Canadian sites only) 



If "other", frequency of 
local IRB meeting? 

How soon after the IRB £ 
meeting will you receive 
an approval letter? 



□ Weekly 

□ Monthly 

□ Other 



□ Bi-weekly 
D As Needed 



Has the Investigator 
ever been audited by 
the Food & Drug 
Administration (FDA) or 
any other regulatory 
agency? 

1. If yes, what was the 
date of the audit? 

Who was the auditor? 

If audited, was a 483 
issued? 

What were the results of 
the audit? 

2. If yes, what was the 
date of the audit? 

Who was the auditor? 

If audited, was a 483 
issued? 

What were the results of 
the audit? 



O Yes O No 



L 



C 



O Yes O No 



c 



O Yes O No 



1 



BNSDOCID: <WO 0155942A1_I_> 



WO 01/55942 



31/89 



PCT/US01/02936 



Has the Investigator 
gone through an audit 
by a sponsor or CRP? 

1. If yes, what was the 
date of the audit? 



Who was the auditor? 

What were the results of 
the audit? 

2. If yes, what was the 
date of the audit? 



O Yes O No 



Is your PRF 

If PRF is multi-specialty, 
indicate specialties, (one 
per line) 



Is your facility part of 

Is the facility affiliated 
with a Site 
Management 
Organization (SMO) 
or research group? 

If affiliated, please 
specify the SMO name 

If affiliated, is this an 
exclusive relationship? 



c 



c 



Who was the auditor? £ 

What were the results of £ 
the audit? 



□ Single specialty 

□ Multi-specialty 



□ Solo practice 

□ Group practice 



O Yes O No 



C 



O Yes O No 



nio 



-71 



(Q Cancel) 



u.u 
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Yes 




No _ 




No 
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Hom£ / Active Trials / Create Trial Parameters 

Create Trial Parameters 



| To create an Active Trials files for a specific protocol please 
enter or select (from a drop down box) information to create 
trial parameters. 



All fields required 



Protocol Number 



Protocol Title 



in; 



Therapeutic Area I -Select a Therapeutic Area- fr] 
.; --Select an Indication— R 



Disease 
Indication 

Projected 
Number of Sites 

Projected 
Number of 
Patients per Site 

Projected Trial 
Start Date 

Projected Trial 
Stop Date 

Projected 
Enrollment 
Period (in 
months) 

Trial Phase 



-I 



i 



; January 
i "January 



R rgoocT'Fl (Month/Year) 
Fl ; 2000 R (Month/Year) 



- Select Trial Phase - 



B 
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Step 1: 



To identify potential investigators - please select a specialty. 



Hale: To setscl «noic L^n a»e 
specially, pa'.nl lo L^e specially a«<J 
P<«22 OQnliql clc^ . L«n il O T 2. se hd'O 03. 



Adolescent Medicine 
Aerospace Medicine 
Alle rc|£ & I mm uno logy 



Step 2: 



To include the prescribing behavior data in the investigator search results 
class relevant to the therapeutic area and indication. 



Noic; To =* fed «o« u** o«c d»u S J Acne Therapy 

elass. txjinl la l*»e speedily dnd picsn 3 . . 

oanKoicfcw. L.'^uar 2 aaiedq-s. ;]Aids i herapies 

dAII Other Misc. Ethical Drugs 



Step 3 : 



To include the number of trials conducted by the investigator in the searcl 
a number. 



Step 4: 



To access additional databases to enhance the investigator selection proc 
selections below, optional 
Patient Therapeutic Area 

j._ . * §§ 



Patient Disease Indication 

rr : 



Patient Disease Indication Encounter Category 



Mole; To selsd «no»« 1*4* o«« pn'cl 
dosass ^<3»;^ikio encau*lsi cateooiy. 

cfc*. L:<n'«i af Z aeledians. 



-Select a Category^ 

Case Load Estimates - Malignancy of heptobiliaiy system of pancreas 
Inpatient Discharge Diagnosis - Malignant neoplasm of pancreas 

Patient Distance from Site (in miles) 

eh 



Step 5: 



To limit search by geographical location- please enter your selections belo 

Municipal Area ■ 

|-SejectaMunjcipal_Area-te] 



id 
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s^-Aii^a^ Document Tracking 



j / Active Trials / Trial at a Glance / 



I. Protocol NUnVber^^/' 



Iff 



* Register 

> Services 

> FAQ 



^t, Document 
Summary 

Document 
7 View 

* Investigator 

* View 



A multi-center study... Document Summary 

Summary of document status for the selected protocol. Click on 
any document to go to Document View by Investigator. Click on 
any Investigator to go to specific Investigator Document View. 
Study launch documents have been grouped into categories 
denoted by the tabs below. Click on a tab to view status of 
documents in that category. 
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* Summary 
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Tracking / Document View by Investigator 

Document View by Investigator 

Summary of document status by investigator. Click on any 
investigator to go to document history of the document selected in 
the drop down box. Study launch documents have been grouped into 
categories denoted by the tabs below. Click on a tab to view status of 
documents in that category. 
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From* Sorv/icc "rVoo^er Sent: June 6, 2000 

To: Ms. Moore 

Subject: Clinical Trial Opportunity 



Dear Ms. Moore: 

You may qualify for an upcoming clinical trial opportunity. For additional information go to 
https://www # \Ni<^^(^i/study/zz-234567--22* and complete the study specific questionaire. 

Contact -Secv/vCL^ . QMK\ with any questions or comments you may have. 

Sincerely, 

If you have received this message in error or no longer would like to be considered or contacted 
about clinical trials please go to http://w\vW 1 .ggrv'ic£ „com/remove 



/V 
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Questionnaire - Alzheimer's 



In order to evaluate whether you may be eligible for this study, we will need to review some of 
your medical history. Are you legally able to provide us with this information for the potential 
study participant? 

Yes, I am the potential study participant 

Yes, I am a caregiver for the potential study participant with the ability to provide the potential 
participant's information for the purpose of seeking enrollment in clinical studies 
No, I am not legally able to provide this information. 

In answering the following questions, 4< you" or "your" refers at all times to the potential study 
participant. 

Please provide your gender, 
o Male 
o Female 

How did you hear about this study? 



o 


Internet 


o 


Newspaper Ad 


o 


Newspaper Article 


o 


Radio Ad 


o 


Radio Public Service Announcement 


o 


TV Ad 


o 


TV program 


o 


Physician 


o" 


Friend 


o 


Support Group 


o 


Patient Ed Materials 


o 


Cardiology Newsletter 


o 


Other, please specify: 



The purpose of this medical research study is to evaluate the effect of an investigational drug on 
the ability to reason, remember, imagine, and learn in humans who have already been diagnosed 
with mild to moderate probable Alzheimer's Disease. You must live with a caregiver or receive 
daily visits from a responsible caregiver. The caregiver must be familiar with the your recent 
medical history and be willing to come to 7 doctor visits for a period of 6 months. 

After these questions are answered we may be able to refer you to a research site for further 
screening. After the site reviews your responses to the screening questions, a nurse or other 
person at the research facility will be calling you. At that time, it will be determined if a first 
visit should be scheduled to determine whether this study is appropriate for you. 



Have you been diagnosed with Alzheimer's disease? 
o Yes 
o No 

Have you experienced a deterioration in memory over at least the last 6 months? 
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Questionnaire - Alzheimer's 



o Yes 
o No 



Click the box next to the following if you have experienced a decline in any of the following in 
at least the last 6 months: 

o orientation 

o judgement 

o problem solving 

o functioning in community affairs 

o functioning in home or hobbies 

o functioning in personal care 

Do you live in a residential home? 



Click the box next to the person who will serve in the role of Caregiver: 
I am the Caregiver 
Friend 
Relative 
Paid personnel 
No Caregiver 

1 . Please enter your date of birth: 

Day Month Year (pull-down boxes) 

□ If female, continue with question 2 

□ If male, continue with question 6 

2. Are you / Is (Patient) surgically sterile or post-menopausal for 1 year or more? 

o Yes - continue with question #6 
No - continue with question #3 

3. Do you / Does (Patient) have any other neurological conditions such as: 

o Parkinson's disease 

o Pick's disease 

o Huntingtons chorea 

o Down's syndrome 

o Creutzfeldt- Jacob disease 



o Yes 
o No 



o 



Other 



Do you now or did you at any time, have one or more of the following conditions 
resulting in your memory or cognitive impairment: 
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o 


Major neaa injury 


o 


injury caused oy ixaunia sucn as uoxmg 


o 


Vitamin deficiency 




o Type [drop down menu] 


o 


Brain abscess 


o 


oypnnis 


o 


Meningitis 


o 


AIDS 


o 


Brain cancer 


o 


Thyroid, parathyroid, or pituitary disease 


o 


Cushing's syndrome 


o 


Kidney failure 


o 


Uncontrolled diabetes 


o 


Mental retardation 




Do you have a history of any of the following: 



o Stroke within the past 12 months 

o Epilepsy or convulsions (Childhood convulsions caused by fever continue) 

o Major depression 

o Stomach ulcer that is currently being treated 

o Liver, kidney, or lung disease 

o Kidney stones 

6. Have you had a heart attack or coronary artery bypass graft surgery within the past 6 months? 



8. Has a doctor told you that you have a heart rate that is slow or less than 50 beats per minute? 



9. Do you take medication for high blood pressure or chronic low blood pressure? 
o Yes 

o Medication(s) taken: [drop down menu] 

o No 

o Don't know 



o No 
o Yes 



7. Do you experience angina (chest pain) that required a change in medication in the past 3 
months? 



o Yes 
o No 



o Yes 
o No 
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Questionnaire - Alzheimer's 



10. Do you take any medications for the purpose of treating memory loss such as dementia? 
o Yes 

o No 

1 1 . Are you allergic to any medications? 
o Yes 



12. Are you taking any other medications including vitamins or herbal supplements such as 
Ginkgo Biloba? 
o Yes 

o Which Medication(s) [drop down menu] 



13. Have you ever been enrolled in a research study for galantamine? 
o Yes 

o No 

o Don't know 

14. Have you taken an investigational drug in the past 30 days or are you taking one now? 
o No, I have not taken an investigational drug in the past 30 days 

o Yes, I have taken an investigational drug in the past 2.0 days 
o Yes, am taking an investigational drug now 

1 5. How many drinks do you consume in a typical 24-hour period? 
o 1-2 drinks 

o 3-5 drinks 
o 6-8 drinks 
o more than 8 drinks 

16. Have you/patient had a CT scan or MRI of the head during the last 12 months? 



o Which Medication(s) [drop down menu] 



o No 



6 No 



Yes 
No 
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Questionnaire - Alzheimer's 



SCREEN #2: PATIENT NOT ELIGIBLE FOR STUDY 

We appreciate your interest in this study. Unfortunately, from the information you have 
provided, you are not a candidate for participation in this study. May we have your permission 
to contact you in the future with information about this or other studies? 

o Yes, contact me. 

o No, I do not want to be contacted. 
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Questionnaire - Mizneimer's 



SCREEN #3: PATIENT POTENTIALLY ELIGIBLE FOR STUDY: 

Based on your responses, you may be eligible for the clinical study. We will forward this 
information to the research site you selected. The research site will contact you shortly to ask 
you further questions about your health, and possibly to schedule an appointment for the first 
visit. In the meantime, we will send you a Welcome Kit that contains information about the 
study. If the site does not contact you within 5 — 7 business days, please feel free to call the 
number that will be included in your mailed materials. 

In the event that you do not participate in this particular study, may we have your permission to 
contact you in the future about other studies? 
o Yes, contact me 
. o No, I do not want to be contacted 
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Storing Information in a Database 
About a Geographic Location of 
Each of a Plurality of Investigators 


i 


r 


Storing Information in a Database An 
Incidence or Prevalence of a Plurality 
of Disease Conditions in Each of a 
Plurality of Geographic Locations 




r 


Query Database Using a Selected Disease 
Condition Associated with a Clinical Study 


i 


f 


Identify Qualified Investigator Based on the 
Query and on the Incidence or Prevalence of 
the Selected Disease Condition in the 
Geographic Location of the Investigator 
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END 
FIG. 16 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Prescription Writing History 
with Respect to a Plurality of Medications 




r 


Storing Information in the Database 
that Associates Each of the Plurality of 
Medications with One or 
More Disease Conditions 




f 


Query the Database Using Information 
About a Selected Disease Condition 


i 


r 


Identify Investigator for a Clinical 

Study Based Upon Prescription 
History of Investigator and Query 
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END 
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FIG. 17 
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Storing Information in a Database 
About a Plurality of Investigators 
Including a History of Laboratory 
Procedure Requests Made by the 
Investigator 




r 


Storing Information in, the Database 
that Associates Each of the Laboratory 
Procedure Requests with Disease 
Conditions 




r 


Query the Database using Information 
About a Selected Disease Condition 




r 


Identify Investigator for a Clinical 
Study Based Upon Laboratory Procedure 
History of Investigator and Query 
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FIG. 18 
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Storing Information in a Database 
About a Plurality of Investigators 
Including a History of Past Participation 
of Each Investigator in Clinical Studies 




f 


Query Database Using Criteria About 
Past Clinical Study Participation 




r 


Identify Qualified Investigator for 
a Clinical Study Based Upon Past 
Clinical Study Participation Query Results 




r 
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FIG. 19 
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FIG. 20 



Present Web Page With Request 
for Registration and Consent 
Information to Person 



2010 



Person Submits Registration 
and Consent Information 
to Database 



2020 



Register Person Upon 
Receipt of Registration 
and Consent Information 




END 
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END 





Provide Person with 
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Notice of Clinical Study 
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Present Questionnaire Associated 
with Clinical Study to Person 
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NO 


Submit Answers to Questionnaire 
by Person and Store Answers 


< 


in the Database 
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Does Person Qualify 
to Participate in a 
Different Clinical 
Study? 
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Storing Information in a Database 
About a Plurality of Investigators Including 
a Geographic Location of Subjects of Each 
of the Plurality of Investigators 




f 


Query Database using Information 
About a Selected Disease Condition 




r 


Identify Investigator for 
a Clinical Study Based Upon Geographic 
Location of Investigator and Query 
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FIG. 21 A 
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Storing Information in a Database 
About a Plurality of Investigators Including 
Investigator's Medical Specialty 



2104 



Storing Information in the Database that 
Associates the Investigator's Medical 
Specialty with One or More 
Disease Conditions 



2105 



Query Database Using Information About a 
Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon the Investigator's 
Medical Specialty 
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FIG. 21B 
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Storing Information in a Database 
About a Plurality of Investigators Including 
Experience of Medical Staff 
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Storing Information in the Database That 
Associates Experience of Medical Staff with 
One or More Disease Conditions 



2109 



Query the Database Using Information 
About a.Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Experience of Medical Staff 
and Query 
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FIG. 21C 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Number of 
Clinical Studies Performed 


2112 
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Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for 
a Clinical Study Based Upon the Number of 
Clinical Studies Performed and Query 
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Storing Information in a Database 
About a Plurality of Investigators Including 
Investigator Hospital Affiliations 


2116 








Storing Information in the Database That 
Associates Investigator Hospital Affiliation 
with One or More Disease Conditions 


2117 




r 




Query Database Using Information About a 
Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator Hospital 
Affiliation and Query 
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FIG. 21E 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Number of Beds in Investigator 
Hospital Affiliations 




r 


Storing Information in the Database 
That Associates the Number of Beds in 
Investigator Hospital Affiliations with One 
or More Disease Conditions 




r 


Query the Database Using Information 
About a Selected Disease Condition 




r 


Identify Investigator for a Clinical Study 
Based Upon the Number of Beds in 
Investigator Hospital Affiliations and Query 
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END 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator Insurance Provider 
Affiliations 


2124 
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Storing Information in the Database 
That Associates the Investigator Insurance 
Provider Affiliations With One or More 
Disease Conditions 


2125 




f 




Query the Database using Information 
About a Selected Disease Condition 
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r 




Identify Investigator for a Clinical Study 
Based Upon the Investigator Insurance 
Provider Affiliations and Query 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator IRB Affiliations 
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Storing Information in the Database 

that Associates Investigator 
IRB Affiliations With One or More 
Disease Conditions 



2129 



Query the Database Using Information 
About a^Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator IRB Affiliation 
and Query 
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FIG.21H 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Regulatory Agency Audits 



2132 



Storing Information in the Database 
that Associates Regulatory Agency Audits 
With One or More Disease Conditions 



2133 



Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Regulatory Agency Audits 
and Quay 
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END 



FIG. 211 
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Storing Information in a Database 
About a Plurality of Investigators 
Including PRF Affiliations 



2136 



Storing Information in the Database 
that Associates PRF Affiliations 
With One or More Disease Conditions 



2137 



Query the- Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon PRF Affiliations and Query 
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Storing hxformation in a Database 
About a Plurality of Investigators 
Including Investigator Medical Equipment 


2140 
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Storing Infonnation in the Database . 
That Associates Investigator Medical 
Equipment With One or More 
Disease Conditions 
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Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator Medical 
Equipment and Query 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator Practice Setting 
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Storing Information in the Database 

That Associates Investigator 
Practice Setting With One or More . 
Disease Conditions 
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Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator Practice Setting 
and Query 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator's City and State 


2147 




f 




Storing Information in the Database 
That Associates Investigator's City and 
State With One or More Disease Conditions 


2148 
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f 




Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator's City and State 
and Query 
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FIG. 21M 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator's Name 






Query the Database Using Information 
About a Selected Disease Condition 




r 


Identify Investigator for a Clinical Study 
Based Upon Investigator's Name and Query 
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END 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Investigator Laboratory Results 


i 
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Storing Information in the Database 
That Associates Investigator 
Laboratory Results With One or More 
Disease Conditions 
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Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator Laboratory Results 
and Query 
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Fig. 210 
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Storing Information in a Database 
About a Plurality of Investigators 
Including Services Performed at 
Investigator Hospital Affiliates 
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r 


Storing Information in the Database 
That Associates Services Performed at 
Hospital Affiliates With One or More 
Disease Conditions 




r 


Query the Databa 
About a Selecte 


ise Using Information 
d Disease Condition 



Identify Investigator for a Clinical Study 

Based Upon Services Performed at 
Investigator Hospital Affiliates and Query 
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Fig. 21P 
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Storing Information in a Database About a 

Plurality of Investigators Including 
Investigator Hospital Claim Information 
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Storing Information in the Database That 
Associates Investigator Hospital Claim 
Information With One or More Disease 
Conditions 
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Query the Database Using Information 
About a Selected Disease Condition 
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Identify Investigator for a Clinical Study 
Based Upon Investigator Hospital Claim 
Informaiton and Query 
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S7LDEV01 - Oisplayl I Investigator 



1NV STUDY PERFORMANCE 



1NVESTIGATORJD: CHAR(18) 
STUDY_PRF_ID: CHAR(18) 



SOURCE__CO: CHAR(16) 
SPONSORJD: CHAR[18) 
SPONSORj:RO_NAME; CHAR(18) 
PROTOCOL.NUMBER: CHAR(18) 
STUDY. PHASE.CD: CHAR{18) 
DRUG.NAME: CHAR<18) 
DRUG.CLASS: CHAR(18) 
THERA.CONDfTlON.CD: CHAR(1fi) 
STARTDATE: CHAR(18) 

NUM_ENROLLMENT_COMMITMESnT: CHAR(1B) 
NUM. PATIENTS. ENROLLED: CHAR(18) 
E N ROLLM ENT_MONTHS: CHAR(16) 
ENROLUUENT_MET;INO: CHAR(18) 
TJMEFRAME^MET.IND: CHAR(1 8) 
PLACEBO RESPONSE RATE: CHAR (1 B) 
NUM„PATTeNTS_EVALUABLE: CHAR(1B) 
MJCROBIOLOGIC^EVALUABLE: ,CHAR(18) 

BACTERIA1 EVALUABLE: CHAR(lfi) 

NOTES:CHAR(18) 
CREATE.DATE: CHAR(18) 
U P D ATE_ DAT E: CHAR(1B) 
CREATE.BY; CHAR(18) 
UPDATE_BY: CHAR(18) 



INV.SPECIALTY 



INVESTK3ATORJD: NUMBER(6) 
SPECIALTY_CD: VARCHAR2(6) 



SOURCE. CD: VARCHAR2(12) 
BOARD_COMPLETE_CD* VARCHAR2(12) 
CREATE_DATE: DATE 
UPDATE.DATH: DATE 
CREATE.BY: INTEGER 
UPDATE BY: INTEGER 



I NV_PATIENT_POPULATION 



INVESTIGATORJD: CHAR(18) 
INDiCATiON_C0: CHAR(18) 



ANNUAL.PATIQMTS.TREATED: CHAR(18) 
ANNUAL_NEW_PATIENTS.TREATED: CHAR(18) 
INTERESTED J ND: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE.BY: CHAR(18) 
CREAT E_D AT£: CHAR(18) 
UPDATE.DATE; CHAR( 18) 



INV INVESTIGATOR 



a/ 



INVESTIGATOR_ICk CHAR(18) 



SOURCE_CD; CHAR(18) 

HMSJD: CHAR(18J 

FIRST.NAME: CHAR(18) 

MI0DLE1: CHAR(t8) 

MIDDLE2: CHAR(18) 

LAST_NAME: CHAR(18) 

SUFFIX: CHAR(18) 

COUNTRY: CHAR(18) 

SOC.SEC.NBR: CHAR(18) 

IND.UPIN: CHAR(18) 

SEX: CHAR(18) 

DOB: CHAR(1B) 

MED_SCHOOl_CD: CHAR(18) 

GRADUATION. YEAR: CHAR(15) 

RSDNCY_ORG: CHAR(18) 

RSDNCY.CITY: CHAR(18) 

FLLWSKP_ORG: CHAR(18) 

FLLWSHP.C1TY: CHAR(18) 

DEGREE1: CKAR(18) 

DEGREE2: CHAR(18) 

PHONE.NBR: CHAR(18) 

PHONE. EXTENSION: CHAR(18) 

FAX^NBR: CHAR(18) 

EMAIL: CHAR(18) 

CREDENTIAL: CHAR{18) 

DELETE_REASON_CD: CHAR(18) 

DELETE.REQUESrr_DATE: CHAR(18) 

WRONGJvlUMBERJND: CHAR(18) 

CV_REC El VED. DAT E: CHAR(18) 

QUESTIONNAIRE_.RETURNED.OATE: CHARTS) 

SMO_RELATIONSH!P_CD: CHAR(18} 

PRACTtCE_TYPE„ CD; CHAR(18) 

PRIMARY_IN.OUT.CD: CHAR(18) 

CRO_NUM_DAYS_NOTICE: CHAR(18) „ 

PHASE1_EXPERIENCEJND: CHAR(18) 

PHASE2_EXPERlENCE_IND: CHAR(18) 

PHASE3__EXPERIEMCE_IND: CHAR(18) 

PHASE4 EXPERIENCE J ND: CHAR(18) 

PATIENT_DATABAS E JND: CHAR(18) ' ! 

SOFTWARE_PACKAG E.NAME: CHAR(18\ 

CREATEJDATE: CHAR{18) 

UPDATE.DATE: CHAR(18) 

CREATE.BY: CHAR(18) 

UPDATE.BY: CHAR(18) 



i 



HMS INVESTIGATOR 
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IMV STUDY ST AFP 



FACILITY_NAME: CHAR(18) 
STAFF JD: CHAR(18) 



SOURCE.CD: CHAft<18) 
RRST_NAME: CHAR(18) 
MIDQLE1_NAM& CHAR(18) 
MIDDEL2_NAME; CHAR(18) 
LAST_NAME: CHAR(18) 
SUFFIX: CHAR(1B) 
JOB_TITLE_CD: CHAR(16) 
WORK^HOURSJ^D: CHAR(18) 
NUM. YEARS J*ESEARCH_EXP: CHAR(18) 
EMAIL: CHAR<18) 
PHONE.NBR; CHAR(18) 
FHONE.EXTENSION: CHAR(18) 
FAX_NBR: CHAR(18) 
OFFICE. MAIL. STOP: CHAR(18) 
CR E ATE. DATE: CHAR(18) 
UPDATE.DATE: CHAR(1B) 
CREATE.BY: CHAR(IS) 
UPDATE.BY; CHAR{18) 



INV_STAFF ROLE 



INVESTIGATOFUD: CHAR(18) 
FACILITY_NAME: CHAR(1B) 
STAFF JO: CHAR(18) 



SMO.CONTACTJND: CHAR(18) 
OPPORTUN1TY_CONTACT_lND: CHAR(18) 
CREATE_DAT& CHAR(18) 
UPDATEJDATE: CHAR(18) 
CREATE.BY: CHAR(18) 
UPDATE.BY: CHAR(18) 



1NV_WQRK_LQCAT1QN 



INVESTIGATGRJD: QHAR{18) 
FACILITY.NAME: CHAR(18) 



PRF.IND: CHAR(18) 
OIRECT_CONTACT.|ND: CHAR(18) 
CREATE.OATE: CHAR(18) 
UPPATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE.BY: CHAR(18) 



WV RESEARC H ORGANIZATION 



FACILITY. NAME: CHARflS) 



SOURCE_CO: CHAR(18) 
FACIUTY_TYPE_CD: CHAR(18) 
IN.PAT1ENTJND: CHAR(1B) 
OUT_PATl EN T J N D: CHAR(18) 
REVI EW_BOARD_TYPE_CD: CHAR<18) 
LOCAU_(RB.MEETING_CD: CHAR(18) 
IRB.SUBMIT_BY_DSC: CHAR(1 8) • 
MONITORJ^OQMJND: CHAR{18) 
NUM_DAYS_WOTicE: CHAH(18) 
ADDRESS_1: CHAR(18}^ 
ADDRESS.2: CHAR(18).. / 
CITY: CHAR(1€) 
STATE: CHAR(18) 
COUNTRY: CHAR(18J 
ZIP CODE: CHAR(18) 
2IP_CODE_4: CHAR{18) 
X.LONGITUDE; CHAR{18) 
Y_LATITUDE: CHAR(1 8) 
CNTFIPS: CHAR(18) 
COUNTY: CHAR(18) 
MSANUM: CHAR(18) 
M5ANAME: CHAR(18) 
CITY^BLOCK: CHAR(18) 
CREATE_DATE: CHAR{18) 
UPDATE. DATE. CHAR(18) 
CREATE.BY: CHAR(18) 
UPDATE.BY: CHAR(18) 



-2? SU 



'a. 



I NV RSRCH_FAC,CAPAB1UTY 



FACILITY. MAME: CHAR(18] 
FACILITY.CAPABILITY.CD: CHAR{18) 



CREATE_DATE: CHAR(18) 
UPDATE.DATE: CHAR(18) 
CREATE.BY; CHAR(16) 
UPDATE.BY: CHAR(18) 



USER NOTES 



INVESTIGATOR JD: CHAR(18) 
USERJMETWORKJD: CHAR(18) 



NOTES: CHAR(18) 
CREATE.DATE: CHAR(18) 
UPDATE.DATE: CHAR(1B) 
CREATE. BY: CHAR(1B) 
UP0ATE.BY: CHAR(18) 



HMS_HSPIL_BtU 



MMS HSPTL SVCS 



BNSDOCID: <WO. 



.0155942A1_L> 



WO 01/55942 



PCT/US01/02936 



73/89 



nMS_HNVbS 1 ICjA I QR~ 



STLDEV01 - PgpUyl /Investigator 



CONTACT.©: NUMBER(7) 
I N VE ST I G ATO R_ ID : CHAR(18) 



HMS INV ADDRESp 



HMSJD: VARCHAR2(12) 
SOC_SEC_NBR: NUMBER(9) 
IND_UPIN: VARCHAR2(7) 
FIRST_NAME: VARCHAR2(25) 
M!DDLE_NAME_1; VARCHAR2(25) 
MIDDLE_NAME_2: VARCHAR2(25) 
LAST_NAME: VARCHAR2(50) 
SUFRX: VARCHAR2<10) 
CREDENTIAL: VARCHAR2(3) 
SEX: VARCHAR2(1) 
DOB: NUMBER(10) 
MED_SCHOOL_CD: VARCHAR2(8) 
GRADUATION.YEAR: VARCHAR2(4) 
RSDNCY.ORG: VARCHAR2(10G) 
RSDNCY_CITY: VARCHAR2(60) 
FLLWSHP^ORG: VARCHAR2(100) 
FLLWSHP.CITY: VARCHAR2(60) 
CREATIQM.DATE: DATE 
UP DATE_D ATE: DATE 
CREDENTIAL. 2: VARCHAR2(3) 
INTRNSHP__NAME: VARCHAR2<100) 
\ NTRNSHP_CITY: VARCHAR2(60) 
INTRNSH P_STATE: VARCHAR2{2) 
UP1N_SANC: VARCHAR2(50) 
STAT E_SANC. VARCHAR2(50) 
RSDNCY_SXATE: VARCHAR2(2) 
FLLWSHP. STATE: VARCHAR2(2) 



CONTACTJD: MUMBER(7) 
ADDRESSJD: NUMBER(6) 
INVESTIGATOR JD: CHAR(18) 



HMS JO: VARCHAR2(12) 
TIER: NUNIBER(3) 
F1RM_IMAME: VARCHAR2(100) 
ADDRESS^I; VARCHAR2(75) 
ADDRESS_2: VARCHAR2(75) 
PHONE„NBR: NUMBER{15) 
FAXJ^BR: MUMBER(15) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZlP_CODE: NUMBER(1QJ 
ZlP_CODE_4: NUMBER(4) 
X_LONGITUDE: NUMBER(15) 
Y.l^TITUDE: NUMBER(15) 
MSANUM: NUMBER{12) 
MSANAME: VARCHAR2(45) 
COUNTY: VARCHAR2(30) 
CNTFIPS: NUMBER{12) 
CI TY_ BLOCK: VARCHAR2(30) 
CREATION.DATE: DATE 
UPDATE_DATE: DATE 



HMS_HSPTL_AFFLTN 



CONTACTJD: NUMBER(7) 
HMS_HOSPJD: VARCHAR2(9) 
INVESTIGATOR JD: CHAR(18) 



CREATION_DATE: DATE 
UPDATE_QATE: DATE 



HMS_S PECIALTY 



CONTACTJD: NUMBER(7) 
SPECIALTY_CD: VARCHAR2(8) 
INVESTIGATORJO: CKAR(18) 



CREAT!ON_DATE: DATE 
UPDATE_DATE: DATE 



CONTACTJD: NUMBBR(7) 
DEA_NBR; VARCHAR2<10) 
INVESTIGATOR JD: CHAR(1 8) 



CREATION JDATE: DATE 
UPDATE_DATB DATE 



CONTACTJD: NUMBER(7) 
CERT.QD: VARCHAR2(8) 
INVESTIGATOR^ID: CHAR(18) 



CREATIGN_DATE: DATE 
UPDATE_DATE: DATE 



HMS^IANGUAGE 



CONTACTJD; NUMBER(7) 
LANGUAG E.CD: VARCHAR2(10) 
INVESTIGATORJO: CHAR(18) 



CREATION.DATE: DATE 
UPDATE^DATE: DATE 



CONTACTJD: NUMBER(7) 
INSURANCE_COMPANY_CD: VARCHAR2(50) 
INVEST! GATOR_ID: CHAR(18) 



CREAT!ON_DATE: DATE 
UPDATE_DATE: DATE 
HMS 



CONTACTJD: NUMBER(7) 
GRP_UPIN: VARCHAR2(8) 
INVESTIGATOR.ID: CHAR(18) 



CREATION_DATE: DATE 
UPDATE_OATE: DATE 



YiMS.EMPllYK^ PAX JO" 



CONTACTJD: NUMBER{7> 
EMPLR_TAXJD; NUMBER(10) 
INVESTIGATORJD: CHAR{18) 



CREATlOM_DATE: DATE 
UPDATE^DATE: DATE 



. ' ■.....;W.yv^ 



Q3<Z 
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74/89 
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STLPEVQ1 - Disptayl / Investigator 



RESPIR.SVCS: VARCHAR2(1) 
SELFCARE_SVCS: VARCHAR2{1) 
SKNLT_SVCS: VARCHAR2<1) 
SOCSVC__SVCS: VARCHAR20) 
SPEECH, SVCS: VARCHAR2(1) 
THERD_SVCS: VARCHAR2<1) 
TRAUMA.SVCS: VARCHAR2(1) 
XRADT_SVCS: VARCHAR2(1) 
CREATlON_DATE: DATE 
UPDATE_DATE: DATE 
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STLDEVOl - Display 1 / Investigator 



HMS.HSPTL 



CONTACT. ID: NUMBERJ7) 
HMS_H0SPJD: VARCHAR2(9) 
1NVESTIGATQRJD: CHAR(18) 



HSPTL_NAME: VARCHAR2(100) 
DEPT_NAME: VARCHAR2{50) 
B RANCH_ NAME; VARCHAR2(S0) 
ADDRESS^ 1 : VARCHAR2(75) 
ADDRESS_2: \/ARCHAR2(75) 
CITY: VARCHAR2(25) 
STATE: VARCHAR2(2) 
Z(P_CODE: VARCHAR2(6) 
Z!P_CODE_4: VARCHAR2(4) 
PHONE.NBR; VARCHAR2(13) 
CEO: VARCHAR2(50) 
FJPS5: VARCHAR2(10) 
COUNTY: VARCHAR2(50) 
MSANUM; VARCHAR2(12) 
WSANAMB VARCHAR2(50) 
CENSUSJD: VARCHAR2(20) 
X_ LONGITUDE: VARCHAR2(15) 
Y_ LATITUDE: VARCN AR2( 1 5) 
SRVC_CD: VARCHAR2(5) 
CTRL_CD: \/ARCHAR2(5) 
LOS^CD: VARCHAR2<5) 
UNV^HSPTLJND: VARCHAR2(!) 
TCH__HSPTL_IND: VARCHAR2(1) 
TEACHHOSPJNO: VARCHAR2(1) 
RESIDENCY,. IN 0: VARCHAR2(1) 
MEO__SCHL_IND: VARCHAR2{1) 
ALUED.SCHLJND; VARCHAR2(1) 
JCAHOJND: VARCHAR2(1) 
MEDICARE.IND: VARCHAR2<1) 
CANCERCTRJND: VARCHAR2{1) 
CLOSED_lND: VARCHAR2(1) 
CREATION..DATE; DATE 
UPDATE^ DATE: DATE 



CONTACTJD: NUMBER(7) 
HMS_HOSPJD: VARCHAR2(9) 
HMVEST1GATORJD: CHAR(18) 



HMS^H5PrL_SVCS 



HMS_STF_BEDS: NUMBER(9) 
HMS_HSP_BEDS: NUM8ER(9) 
HMS_TOT_BEDS: NUMBER(9) 
HMS_STRM_BEDS; NUMBER(9) 
HMS_LTERM_BEDS: NUMBER(9) 
HMS_MDSRG_ BEDS; NUMBER(9) 
HMSJCUJBEDS: NUMBER<9) 
BEDS_OK: VARCHAR2(5) 
ICU_BEDS: NUMBER(9) 
CCU_BEDS: NUMBER(9) 
SICU^BEDS; NUMBER(9) 
NJCU_8EDS; NUMBER(9) 
N!NT_BEDS: NUMBER(9) 
PlCU_BEDS: NUMBER(9) 
PEOLBEDS: NUMBERS) 
OBGN^BEDS: NUMBER{9) 
PSYC^BEDS: NUMBER{9) 
BURN_BEOS: NUMBER(9) 
ALCH_BEDS: NUMBER(9) 
REHB_BEDS: NUMBER(9) 
OTHR_BEDS: NUMBER(9) 
CREATION,. DATE: DATE 
UPOATE_DATE: DATE 



HMS LICENSE 



CONTACTJD: NUMBER(7) 
LICENSE_STATE_CD: VARCHAR2<2) 
tNVESTIQATORJD; CHAR(18) 



LICENSE^YEAR: NUMBER<4) 
CREATION_DATE: DATE 
UPDATE.OATE: DATE 



CONTACT, ID: NUMB£R<7) 
HMS_ROSPJD: VARCHAR2(9) 
INVESTIGATORJD: CHART 18) 



AIDS„SVCS: VARCHAR2(1 ) 
ANSTH_SVCS: VARCHAR2(1) 
ANGPLSTY_SVCS; VARCHAR20J 
BLOODBNK_SVCS: VARCHAR2tJ) 
BMTRNSPL^SVCS: VARCHAR2(1) 
BURNCTR_SVCS: VARCHAR2(1) 
CRDCTH_SVCS: VARCHAR20) 
CVSRGY_SVCS: VARCHAR2(1) 
CHiRO_SVCS: VARCHAR2('.i 
CLPSY_SVCS: V/ARCHAR2(1> 
CT_SVCS: VARCHAR2(1) 
DENTL_SVCS: VARCHAR2{1> 
ULTRSND.SVCS: VARCHAR2{1) 
DIETRTY_SVCS: V/ARCHAR2(1> 
ECARD.SVCS: VARCHAR2/1) 
ECONV.SVCS; VARCHAR2P) 
EMRGCY_SVCS: VARCHAR2(1) 
ESWL_SVCS: VARCH AR2( \ ) 
LABAN.SS/CS: VARCHAR2{i) 
HEART^SVCS: VARCHAR2(1) 
HRTLUMG.SVCS: VARCHAR2(1) 
HEMDCAL.SVCS: VARCHAR2(1) 
HOMCRE_SVCS. VaRCHAR2(1) 
HOSPCE_SVCS: VARCHAR2<1) 
CCU.SVCS: VARCHAR2(1) 
ICU.SVCS: VARCHAR2(1) 
KIDNEY_SVCS: VARCHAR2(1) 
LABCLNC_SVCS: VARCHAR2(1) 
LJV£R_SVCS: VARCHAR2(1} 
LUNG_SVCS: VARCHAR2(li 
MEGVRAD_SVCS; VARCHAR2(1) 
NEONUNT_SVCS: VARCHAR2<1) 
NlCU_SVCS: VARCHAR2{ 1 ) 
MRLSVCS: VARCHAR2(1 ) 
NEURO_SVCS: VARCHAR2H) 
NSURG^SVCS: VARCHAR2(1) 
NUCMED_SVCS: VARCHAR2(1) 
OBSRVA_SVCS: VARCHAR2(1) 
OBSTE^SVCS: VARCHAR2(1) 
OCCTH_SVCS: VARCHAFQ^) 
OPNHT_SVCS: VARCHAR2{1) 
OPTOM^SVCS: VARCHAR2(1) 
ORGBANhLSVCS: VARCHAR20) 
ORGAN^SVCS: VARCHAR2{1) 
OUTPAT^SVCS: V/ARCHAR2(1) 
OUTSRG_SVCS: VARCHAR2(1 j 
PANCR_SVCS: VARCHAR2(iJ 
PEDIAT.SVCS: VARCHAR2(1) 
PHARM.SVCS: VARCHAR2{1) 
PHYTH_SVCS: VARCHAR2J1) 
PSTOP_SVCS: VARCHAR2(1) 
PSYED_SVCS: VARCHAR2f1) 
PULMON^SVCS: VARCHAR2(1) 
RADIM_SVCS: VARCHAR2(1) 
RECTM.SVCS: VARCHAR2{1) 
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STL D EVP 1 ~ gsplayj I Investigator 



FDA 1572_STAT 



CONTACTJD; NUMBER(8) 
INVESTIGATOR^ID: CHAR(18) 



FDA483 



NUM_TRlALS_LAST5r INTEGER 
NUNLTRIALS_LAST4: INTEGER 
NUM_TRlALS_LAST3; INTEGER 
NUM_TRIALS_LAST2: INTEGER 
NUM_TRIALSJj\ST1: INTEGER 
TOTAL_TRlALS_ ME: INTEGER 
RRST_VEAR: INTEGER 
LAST^YEAR: INTEGER 
UPDATE^OATE: DATE 



FDA 1572 



CONrACT_10: NUMBER(7) 
FDA W 1572_WD: NUMBER(7). 
INVESTIGATORJD: CHAR{18) 



HMSJD: VARCHAR2(12) 
LAST_NAME: VARCHA R2 < 100) 
FIRST JMAME: VARCHAR2(25) 
MIDDLEJWTIAL: VARCHAR2(1) 
SUFX; VARCHAR2(5) 
CRE01: VARCHAR2(8) 
ORGNAM£ VARCH AR2(1 00) 
ADDRESS: VARCHAR2(100) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZIP_CODE: VARCHAR2(14) 
COUNTRY: VARCHAR2(60) 
YEAR; NUMBERS) . 
RECEIPTjaATE; DATE . 
REC E I PT_YEAR: NUMBER(4) 
ORG.TYPE: VARCHAR2(3) 
CREATIONJDATE: DATE 



If 



CONTACTJD: NUMBER{7) 
FDA_DFCNCYJD: NUMBER<6) 
CONTACTJD: NUMBER(7) 
1NVESTIGATORJD: CHAR(18) 



HMSJD: VARCHAR2(12) 
LAST_NAME: VARCHAR2(100) 
FlRST_NAME: VARCHAR2(25) 
ORG; VARCHAR2{100) 
ADDRESS: VARGHAR2<100) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZIP_CODE: V/ARCHAR2(14) 
COUNTRY: VARCHAR2<60) 
INSPCTNJ3ATE: DATE 
CLSSFCTNJTYP: V/ARCHAR2(2) 
CLSSFCTN_CD: VARCHAR2(5) 
DFCNCY^CD: NUMBER(2) 
CREATION DATE: DATE 



BNSDOCID: <WO. 
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BNSOOCID: <WO 0155942A1J_> 
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81/89 
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Smith, John 

i Specialty Cardiovascular Disease 
Internal Medicine 
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Yellow = ABC Ph&rmei Tr\a,t 
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NEWS„XREF 



ARTDISJD: VARCHAR2(50) 
TDISE_1D: NUMBER(12) 



NWREFJD: NUMBER(12) 
LAST_UPD_DT: DATE 
LASTJJPD_BY: VARCHAR2(30) 



THAP^DISEASE,COND 



TDISEJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DISP_NAME: VARCHAR2(100) 
DISP_FLAG: CHAR(1) 
REFJD: NUMBER(12) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



THAP_DlSE_DRUG_XREF 



TDISEJD: MUMBER(12) 
TDSDRGJD: NUMBER(15) 



TDRUGJD; NUMBER(12) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VAR CHAR2(30) 



THAP DISEASE XREF 



TRPARAJD: NUMBER(12) 
TDISEJD: NUMBER(12) 



TDISREFJD: NUMBER(15) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



RELATED„SITE 



T H ER AP EUT I C AREA 



TRPARAJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 

I ! 



USER_ASK,XREF 



TRPARAJD: NUMBER(12) 
WEBSITEJD: NUMBER(12) 




UASKJD: NUMBER(12) 



TRPARA_ID: NUMBER(12) 
USERJD: NUMBER(12) 
SUBM!T_DT: DATE 
LASTJJPD__DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



I 
I 

THAP DRUG 



TDRUGJD: NUMBER(12) 



TDGTYPJD: NUMBER(12) 
NAME: VARCHAR2(100) 
APPRVJVEAR: CHAR(4) 
APPRVJDT: DATE 
APPRV.STATUS: VARCHAR2(255) 
NEW.FLAG: CHAR(1) 
COMPJslAME: VARCHAR2(100) 
URL: VARCHAR2(100) 
DISP_FLAG: CHAR(1) 
REFJD: NUMBER(12) 
DESCR: VARCHAR2(2000) 
LAST_UPDJDT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



THAP_DRUG_TYPE 



TDGTYPJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DESCR: VARCHAR2(100) 




Fig. 
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ARTICLE.DISEASE 



ARTDISJD: VARCHAR2(50) 



REF.NUM: VARCHAR2(S0) 
SOURCE.CD: VARCHAR2(5) 
ARCHIVE_FLAG: CHAR(1) 
EXPIRE.DT: DATE 

PATHJ=ILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH.DT; DATE 
AUTHOR.NAME: VARCHAR2(100) 
CT.PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LASTJJPD.BY: VARCHAR2(30) 



ARTICLE CELEB 



ARTCLBJD: VARCHAR2(50) 



REF.NUM: VARCHAR2(50) 
SOURCE.CD: VARCHAR2(5) 
ARCHIVELFLAG: CHAR(1) 
EXPIRE^DT: DATE 
PATH_FlLE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH_DT: DATE 
AUTHOR. NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2{50) 
COPYRIGHT: VARCHAR2(100) 
DESCR. VARCHAR2(20D0) 
LASTJJPO.DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



USER_HBRARY 



ULIB.ID: NUMBER(12) 



USERJD: NUMBER(12) 
CTRAL JD: NUMBER(12) 
ARTDISJD: VARCHAR2(50) 
ARTCLBJD: VARCHAR2(50) 
ARTASK_ID: VARCHAR2{50) 
ARTOTHJD: VARCHAR2(50) 
TDRUGJD: NUMBER(12) 
LHMK.TYPE.CD: VARCHAR2(6) 
DESCR: VARCHAR2(2000) 
LAST_UPD_.DT: DATE 
LAST.UPD.BY: VARCHAR2(30) 



ARTICLE.ASK 



ARTASKJD: VARCHAR2(50) 



REF_NUM: VARCHAR2(50) 
SOURCE.CD: VARCHAR2(5) 
ARCHIVELFLAG: CHAR(1) 
EXPIRE.DT: DATE 
PATH.F ILE.N AME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH_DT: DATE 
AUTHOR JMAME: VARCHAR2(100) 
CT_PROVlDER: VAKCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST„UPD_DT: DATE 
LAST.UPD.BY: VARCHAR2(30) 



ART1CLE_OTH ER 



ARTOTHJD: VARCHAR2(50) 



REF.NUM: VARCHAR2(50j 
SOURCE.CD: VARCHAR2(5) 
ARCHIVE.FLAG: CHAR(1) 
EXPIRE_DT: DATE 

PATH.FU_E.NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH.DT: DATE 
AUTHOR.NAME: VARCHAR2(100) 
CT.PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST.UPD.DT: DATE 
LAST.UPD.BY: VARCHAR2(30) 



I 

* 



USER.SEARCH 



USER_NOTIF_PREF 



UPREF.ID: NUMBER(12) 



TDISEJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMA1L.FLAG: CHAR(1) 
CTRIAI_FLAG: CHAR(1) 
LAST.UP D_DT: DATE 
LAST.UPD.BY: VARCHAR2(30) 



URSRCHJD: NUMBER(12) 



TRPARAJD: NUMBER(12) 
USERJD: NUMBER(12) 
CT.SRCHJD: NUMBER(12) 
CT.SRCH.OPER: VARCHAR2(5) 
CT.SRCH.TEXT: VARCHAR2(25) 
DG.SRCH.ID: NUMBER(12) 
DG.SRCH.TEXT: VARCHAR2(25) 
LAST_.UPD.DT: DATE 
LAST_UPD.BY: VARCHAR2(30) 
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WEBSITE 



ADDRESS 



WEBSITE JD: NUMBER(12) 



ADDRJD: NUMBER(12) 
SHORT JMAME: VARCHAR2(50) 
DISPLAY_NAME: VARCHAR2(100) 
REFERAL_StTE_IND: VARCHAR2(5) 
URL: VARCHAR2(100) 
LAST__UPD_DT; DATE 
LAST_UPD_BY: VARCHAR2(30) 




USER 



USERJD: NUMBER(12) 



CMPYJD: NUMBER(12) 
ADDRJD: NUMBER(12) 
USERNAME: VARCHAR2(50) 
PASSWORD: VARCHAR2(50) 
EMAIL: VARCHAR2{100) 
HINT.QUES: VARCHAR2(100) 
HINT.ANS: VARCHAR2(100) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
MNAME: VARCHAR2(50) 
SEX_CD: VARCHAR2(5) 
MYSELF_FLAG: CHAR(1) 
ACTIVE_FLAG: CHAR(1) 
INACTIVE__DT: DATE 
PRF_EMAlL_FLAG: CHAR{1) 
PRF_PHONE_FLAG: CHAR(1) 
PRF_MAIL_FLAG: CHAR(1) 
CONTCJTIMEJ^D: VARCHAR2(5) 
TRAVEL_CD: VARCHAR2(5) 
SHOW_LI B J r LAG: CHAR(1) 
SHOWJ=»ROF_FLAG: CHAR(1) 
DESCR: VARCHAR2(2000) 
LASTJJPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
ASK_FLAG: CHAR(1) 
LAST_NOTlF_DT: DATE 



ADDRJD: NUMBER(12) 



USERTR!AL 



USTRLJD: NUMBER(12) 



ADDRJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMAIL.FLAG: CHAR(1) 
PHONE_FLAG: CHAR(1) 
MAIL.FLAG: CHAR(1) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
EMAIL: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LASTJJPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
CTRALJD: NUMBER(12) 



ADDRJJNE1: VARCHAR2(50) 
ADDRJ-INE2: VARCHAR2(50) 
ADDRJJNE3: VARCHAR2(50) 
CITY: VARCHAR2(50) 
STATE_CD: VARCHAR2(5) 
ZIP.CODE: VARCHAR2(10) 
PROVINCE: VARCHAR2(50) 
COUNTRY: VARCHAR2(15) 
PHONE1_AREA: VARCHAR2(10) 
PHONE IJvlUM: VARCHAR2(10) 
PHONE1_EXT: VARCHAR2(10) 
PHONE2.AREA: VARCHAR2{10) 
PHONE2_NUM: VARCHAR2(10) 
PHONE2_EXT: VARCHAR2(10) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



i 



[3 

1USER_LQGIN,PQL1CY 



URPCYJD: NUMBER(12) 



USERJD: NUMBER(12) 
LOGIN_COUNT: NUMBER(5) 
ALLOW_LOGIN_DT: DATE 
RECOVERY JDOUNT: NUMBER(5) 
RECOVERY_KEY: VARCHAR2(100) 
RECOVERY_ALLOW_DT: DATE 
RECOVERY JDT: DATE 
PASSWD JJPD_DT: DATE 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
CURRENT_LOGIN_DT: DATE 
LAST_LOGlN_DT: DATE 



USER REFERRAL 



URFALJD: NUMBER(12) 



USERJD: NUMBER(12) 
EMAIL: VARCHAR2(100) 
LAST__UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



*3 
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ACURIAN_CQNTENT_TYPE 



CONTYPJD: NUMBER(12) | 
NAME: VARCHAR2(100) \ 
DESCR: VARCHAR2<1 00) j 



ACURIAN_NOTIFICATION 



NOTIFJD: NUMBER{12) 



NOTIFJTYPE: VARCHAR2<100) | 
NOTIFJDESC: VARCHAR2(100) | 
LAST_NOTIF_DT: DATE 



ACURIAN PUBLISH 



PUBLISH JD: NUMBER(12) 
CONTYPJD: NUMBER(12) 
PUBLISH.DATE: DATE 
TRPARAJD: NUMBER(12) 
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ACULN COMPANY 



COMPANY JD: NUMBER(8) 



DESCRIPTION: VARCHAR2{132) 
COM PANY_NAME: VARCHAR2{32) 
TYPE_CD: VARCHAR2(6) 



L 



+ 

ACR MRGD TRIAL LISTING 



SOURC^_CD: VARCHAR2(6) 
TRlAL__LlSTING_lD: VARCHAR2(30) 



SPOWSOR_COMPANYJD: NUMBER(8) 
HEADER.TXT: VARCHAR2(200) 
DETAILJTXT: BLOB(4000) 
DETAIL_TXT_URL: VARCHAR2(200) 
SORT_PRIOR]TY_CD: VARCHAR2(6) 
DfSPLAY_iND: VARCHAR2(1) 
DISPLAY_START_DATE: DATE 
DISPLAY_END_DATE: DATE 
CREATE_DATE: DATE 
UPDATE.DATE: DATE 



ACR MRGD TRIAL INDICATION 



SOURCE_CD: VARCHAR2(6) 
TRIAL USTINGJD: VARCHAR2(30) 
TH ERAPEUTIC_AREA_CD: VARCHAR2(6) 
INDICATION.CD: VARCHAR2(6) 



S 



% 



ACR _ MRGD TRlAL_SITE 



SOURCE_CD: VARCHAR2(6) 
TRIALJJSTINGJD: VARCHAR2(30) 
TRIAL_SITEJD: NUMBER(B) 



SITEjrXT: VARCHAR2(800) 
SITE_TXT_URL: VARCHAR2(200) 
STREET1: VARCHAR2(100) 
STREETS: VARCHAR2(100) 
CITY: VARCHAR2(30) 
STATE: VARCHAR2(2) 
ZIP: NUMBER(5) 
ZIP4: NUMBER(4) 



.35- 
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maticView 



ACULN_COMPANY 



1 

m 

PRSM_ATTR I BUTE 
ATTRIBJD 



COMPANYJD (FK) 
ATTRIB_TYPE 
ATTRIB NAME 



PRSM,ATTR.VAL 



ATTRIB_ID (FK) 
STUDY.PRFJD (FK) 



ATTR_VAL_NUM 
ATTR_ VAL_ CH R 
ATTFLVALJDATE 



COMPANYJD 



DESCRIPTION 
COMPANY.. NAME 
TYPE_CD 



\ 



iNV_STUDY„PERFORMANCE 



STUDY.PRF ID 



INVESTIGATOR. ID (FK) 

SPONSOR_ID (FK) 

SOURCE^CD 

SPONSOR_CRO_NAME 

PROTOCOL_NUMBER 

STUDY_PHASE_CD 

DRUG_NAME 

DRUGJDLASS 

THERA_CONDITION_CD 

START_DATE 

NUNLENROLLMENT_COMM!TMENT 

NUM_PATlENTS_ENROLLED 

ENROLLMENT_MONTHS 

ENROU_MENT_METJND 

TIMEFRAME.METJND 

PLACEBO_RESPONSE_RATE 

NUM_PATIENTS_EVALUABLE 

MICROBIOLOGICJEVALUABLE 

BACTERIAL. EVALUABLE 

NOTES 

CREATE DATE 
UPD ATE_ DATE 
CREATE_BY 
LFDATE_BY 



1NV INVESTIGATOR 



INVESTIGATORJD 



SOURCE_CD 
HMSJD 
FIRST_NAME 
MIDDLE1 
MIDDLE2 
LAS T_ NAME 
SUFFIX 
COUNTRY 
SOC_SEC_NBR 
INDJJPIN 
SEX 
DOB 

MED_SCHOOL_CD 
GRADUATION_YEAR 
RSDNCY_ORG 
RSDNCY_CITY 
FLLWSHP_ORG 
FLLWSHP_CITY 
DEGREE1 
DEGREE2 
PHONE_NBR 
PHONE_EXTENSlON 
FAX_NBR 
EMAIL 

CREDENTIAL 
DELETE_REASON_CD 
DELETE_REQUEST_DATE 
WRONG_NUMBERJND 
CV_RECEJVED_DATE 
QUESTIONNAIRE_RETURNED_DATE 
SMO_RELATIONSHIP_CD 
PRACTICE_TYPE_CD 

~0| PRIMARYJN_OUT_CD 

CRO_NUM_DAYS__NOTICE 
PHASE1_EXPERIENCEJND 
PHASE2_EXPERIENCEJND 
PHASE3_EXPERIENCEJND 
PHASE4_EXPERIENCEJND 
PATIENT_DATABASE_IND 
SOFTWARE_PACKAGE_NAME 
CREATE_DATE 
UPDATE_DATE 
CREATE_BY 
UPDATE^BY 
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SYSTEMS AND METHODS FOR SELECTING AND RECRUITING 
INVESTIGATIONS AND SUBJECTS FOR C LINICAL STUDIES 

Cross-Reference To Related Application 

5 The present application claims priority to U.S. provisional application no. 

60/178,634, filed January 28, 2000, entitled "Method and System for Creating And 

Managing Databases for Clinical Trials," the contents of which are hereby incorporated 

herein in their entirety by reference. 

Field of the Invention 

1 0 The present invention relates to a novel integrated on-line interactive forum that 

promotes exchange of information among clinical study sponsors, clinical study 
investigators, and potential clinical study subjects. In addition, the present invention 
relates to novel systems and methods for selecting and recruiting subjects and 
investigators for clinical studies. 

15 Background of the Invention 

The increase in the breadth and specificity of research and development for the 
purposes of identifying and qualifying new drugs and devices for a wide variety of 
therapeutic areas has resulted in an increase in the specificity and number of subjects and 
qualified investigators needed by medical and pharmaceutical companies to participate in 

20 clinical studies. 

Recruitment of a number of clinical study subjects sufficient to establish the safety 
and efficacy of a drug or device on specific clinical subject populations is essential for the 
success of clinical study, and therefore for the obtaining of the regulatory approvals 
necessary for marketing the drug or device on a world wide basis. Recruiting clinical 
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subjects has been complicated by, among other things, the specificity of the new 
therapies, the increase in the number and breadth of clinical studies required by regulatory 
authorities, and the globalization of the clinical trial process. 

The increased complexity of therapies, primarily the result of advances in the 
5 application of biotechnology and combinatorial chemistry, has resulted in increased 
requirements for additional clinical studies from regulatory agencies. In addition, the 
requirements of managed care companies for more additional outcome information results 
in a growing demand for clinical studies. This, in turn, increases the pressure to identify 
adequate numbers of clinical subjects and qualified clinical investigators. Where 
10 traditionally a large number of the clinical studies in a particular therapeutic area were 
conducted by a small number of clinical investigators, the increase in demand makes it 
necessary for additional physicians to become trained in the conduct of clinical trials, new 
means to be developed to recruit subjects, and a broadening of the scope of the search for 
qualified clinical investigators. 
1 5 The increased complexity of therapies has been marked by a trend away 

from the mass treatment mentality of the past, toward treatment of an individual based on 
the individual's specific characteristics. For example, new therapies are being developed 
that are specifically designed to interface with an individual's genome. This necessitates 
the use of clinical subjects that share certain genetic characteristics. This means that the 
20 pool of clinical subjects is naturally smaller, and creates a need to draw from a broader 
base of individuals in order to identify sufficient numbers of eligible participants to 
complete a clinical study. Handling of the sensitive information identifying an 
individual's potential genetic propensities implicates certain privacy issues, and add an 
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additional layer of complication to the clinical study recruitment process. Many subjects 
are concerned that if, for example, they are found to have a particular genetic propensity 
for certain diseases in the course of a study that they may have difficulty obtaining health 
coverage. 

5 The result of the foregoing has been an increase in the number of clinical studies, 

and hence the need to identify qualified investigators and eligible individuals, in 
geographic locations other than the country wielding regulatory authority. The ability to 
advance a clinical study simultaneously in many locations, and locating qualified 
investigators and eligible subjects, increases the likelihood that the clinical study will be 
10 completed with minimal delays. Delays are extremely costly to clinical study sponsors 
because each day a new drug is delayed from reaching the market results in lost revenue 
and, potentially, lost exclusivity and a later market entry. Delays and the high costs 
associated with launching a clinical study are some of the biggest obstacles to bringing a 
new drug to market. 

15 Thus, there exists a need to provide a global means to facilitate the identification 

and communication between clinical sponsors, clinical investigators and eligible clinical 
subjects to expedite the process of launching clinical studies in an efficient and cost- 
effective manner. 

Summary of the Invention 
20 The present invention is directed to an integrated on-line interactive forum 

that promotes exchange of information among clinical study sponsors, clinical study . 
investigators, and potential clinical study subjects. The forum includes an investigator 
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database that contains information suitable for identification of qualified investigators for 
clinical studies sponsored by the sponsors, and a subject database that contains 
information suitable for identification of eligible subjects for clinical studies sponsored by 
the sponsors. An extranet is coupled to the investigator database and the subject database. 
5 The extranet permits the secure exchange between sponsors and investigators of 
documents required prior to the start of a clinical study. The forum also optionally 
includes one or more web pages that provide information describing clinical studies to 
potential clinical study subjects and permit potential clinical study subjects to register for 
inclusion in the subject database. A therapeutic incidence area database is also optionally 
10 integrated into the forum. 

The present invention is also directed to a method for recruiting a person to participate as 
a subject in a clinical study. One or more web pages are presented that allow the person 
or a caregiver associated with the person to register with a database by submitting 
registration and permission information to the database. The registration information 

15 includes, for example, a user id, a password, preferred contact information (i.e., an 
electronic mail address or telephone number), zip code, first name or preferred name, 
gender, date of birth, whether the person or caregiver is interested in clinical study 
information, and whether the person or caregiver is interested in new medical therapies. 
The permission information includes whether the person or caregiver is interested in 

20 receiving notice of clinical studies. The person or caregiver is automatically registered 
with the database upon receipt of the registration and permission information. Next, an 
automatic determination is made, in accordance with the permission information and the 
registration information, as to whether to provide the person or caregiver with notice of a 
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given clinical study associated with a disease condition of interest to the person. The 
person or caregiver is provided notice of the given clinical study only if the system 
automatically determines that such notice should be sent. A questionnaire associated 
with the given clinical study may also be provided automatically to the person or 
5 caregiver, if the person or caregiver indicates interest in the clinical study in response to 
the notice. Answers submitted by the person or caregiver to the questionnaire are then 
stored in the database. The stored questionnaire answers, along with other information 
stored in the database, may be accessed to determine whether the person should be pre- 
screened for participation as a subject in a clinical study different from the given clinical 
10 study. 

In another embodiment, the present invention is directed to a further method for 
identifying subjects eligible to participate in a clinical study. A computer database that 
stores information about a plurality of persons is accessed. For each person listed in the 
database, the database includes a geographic location of the person, an age and a gender of 

15 the person, medications taken by the person, and disease conditions of interest to the 
person. A query is submitted to the database. The query includes criteria that reflect 
eligibility characteristics for persons suitable for use as subjects in the clinical study. De- 
identified data records of persons likely to be subjects eligible for the clinical study are 
selected based on the query. The feasibility of the clinical study may next be evaluated 

20 based on the de-identified data records returned from the query. The feasibility of the 
study can then be further explored by modifying the criteria used to query the database 
and repeating the above steps using the modified criteria. 

The present invention also includes a method for identifying a qualified 
investigator to perform a clinical study. At least one computer database that stores a 
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geographic location of each of a plurality of investigators is accessed. The at least one 
database also stores an incidence or a prevalence of each of a plurality of disease 
conditions in each of a plurality of different geographic locations. At least one query that 
includes information representing a selected disease condition associated with the clinical 
5 study is submitted to the at least one database The qualified investigator is identified from 
the at least one database based on the query and in accordance with the incidence or 
prevalence of the selected disease condition in the geographic location of or proximate to 
the qualified investigator. 

The present invention includes a further method for identifying a qualified 
10 investigator to perform a clinical study. In this further method, at least one computer 
database stores a geographic location of each of a plurality of investigators is accessed, 
wherein the database also stores a geographic location of subjects proximate to each of the 
plurality of investigators. A query that includes information representing a selected 
disease condition associated with the clinical study is submitted to the at least one 
15 database. The qualified investigator is identified from the at least one database based on 
the query and in accordance with the geographic location of subjects proximate to the 
qualified investigator. The at least one database also optionally stores an incidence or a 
prevalence of each of a plurality of disease conditions in each of a plurality of different 
geographic locations, and the qualified investigator is identified from the database based 
20 also on the incidence or prevalence of the selected disease condition in the geographic 
location of the qualified investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
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information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the 
prescription writing history of the investigator with respect to a plurality of medications. 
The database also optionally stores information that associates each of the medications 
5 with one or more disease conditions. A query that includes information representing a 
selected disease condition associated with the study is submitted to the database. A given 
investigator is identified from the database based on the query and in accordance with the 
given investigators prescription writing history. 

The present invention is directed to a still further method for identifying 
10 investigators qualified to perform a clinical study. A computer database that stores 

information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the history of 
laboratory procedure requests made by the investigator. The database also optionally 
stores information that associates each of the laboratory procedure requests with one or 
15 more disease conditions. A query that includes information representing a selected 
disease condition associated with the study is submitted to the database. A given 
investigator is identified from the database based on the query and in accordance with the 
given investigator's history of laboratory procedure requests. 

The present invention is directed to a still further method for identifying 
20 investigators qualified to perform a clinical study. A computer database that stores 

information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to past 
participation of the investigator in clinical studies. A query that may include information 

7 
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representing a selected disease condition associated with the study is submitted to the 
database. A given investigator is identified from the database based on the query and in 
accordance with the given investigators past participation in clinical studies. 

The present invention is directed to a still further method for identifying 
5 investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to a medical 
specialty of the investigator. The database also optionally stores information that 
associates each medical specialty of an investigator with one or more disease conditions. 
10 A query that includes information representing a selected disease condition associated 
with the study is submitted to the database. A given investigator is identified from the 
database based on the query and in accordance with the given investigator's medical 
specialty. 

The present invention is directed to a still further method for identifying 
15 investigators qualified to perform a clinical study. A computer database that stores 

information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the 
experience of the medical staff of the investigator. A query that includes information 
representing a selected disease condition associated with the study is submitted to the 
20 database. A given investigator is identified from the database based on the query and in 
accordance with the experience of the medical staff of the investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 



3NSDOCID: <WO 0155942A1_!A> 



RECTIFIED SHEET (RULE 91) 



WO 01/055942 PCT/USO 1/02936 

information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to a hospital 
affiliate of the investigator. A query that includes information representing a selected 
disease condition associated with the study is submitted to the database. A given 
5 investigator is identified from the database based on the query and in accordance with the 
given investigator's hospital affiliation. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 

10 investigator listed in the database and includes information corresponding to claims data 
of the investigator. The database also optionally stores information that associates claims 
data of the investigator with one or more disease conditions. A query that includes 
information representing a selected disease condition associated with the study is 
submitted to the database. A given investigator is identified from the database based on 

15 the query and in accordance with the given investigator's claims data. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the number 
20 of beds in the hospital affiliate of the investigator. A query that includes information 
representing a selected disease condition associated with the study is submitted to the 
database. A given investigator is identified from the database based on the query and in 
accordance with the number of beds in the hospital affiliate of the given investigator. 
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The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the insurance 
5 provider affiliations of the investigator. A query that includes information representing a 
selected disease condition associated with the study is submitted to the database. A given 
investigator is identified from the database based on the query and in accordance with the 
insurance provider affiliations of the given investigator. 

The present invention is directed to a still further method for identifying 
10 investigators qualified to perform a clinical study. A computer database that stores 

information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to any 
Institutional Review Board ("IRB") affiliation of the investigator. The database also 
optionally stores information that associates each IRB. A query that includes information 
15 representing a selected disease condition associated with the study is submitted to the 
database. A given investigator is identified from the database based on the query and in 
accordance with the mandated IRB relationships of the given investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
20 information on a plurality of investigators is accessed. A data record is stored for each 

investigator listed in the database and includes information corresponding to FDA or other 
regulatory agency audits of the investigator. A query that includes information 
representing a selected disease condition associated with the study is submitted to the 
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database. A given investigator is identified from the database based on the query and in 
accordance with regulatory agency audits of the investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
5 information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to any Primary 
Research Facility ("PRF") affiliation of the investigator. The database also optionally 
stores information that associates each PRF affiliation. A query that includes information 
representing a selected disease condition associated with the study is submitted to the 
10 database. A given investigator is identified from the database based on the query and in 
accordance with the PRF affiliations of the given investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 

15 investigator listed in the database and includes information corresponding to equipment 
available to the investigator. The database also optionally stores information that 
associates various pieces of equipment with one or more disease conditions. A query that 
includes information representing a selected disease condition associated with the study is 
submitted to the database. A given investigator is identified from the database based on 

20 the query and in accordance with the equipment available to the given investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
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information on a plurality of investigators is accessed. A data record is stored for each 
investigator listed in the database and includes information corresponding to the practice 
setting of the investigator. A query that includes information representing a selected 
disease condition associated with the study is submitted to the database. A given 
5 investigator is identified from the database based on the query and in accordance with the 
practice setting of the given investigator. 

The present invention is directed to a still further method for identifying 
investigators qualified to perform a clinical study. A computer database that stores 
information on a plurality of investigators is accessed. A data record is stored for each 

10 investigator listed in the database and includes information corresponding to the 
investigator's city and state of practice. A further database also optionally stores 
information that associates the investigator's city and state of practice with one or more 
disease conditions. A query that includes information representing a selected disease 
condition associated with the study is submitted to the database. A given investigator is 

15 identified from the database based on the query and in accordance with the investigator's 
city and state of practice. 

The present invention is also directed to a method for developing a permission 
based online database. One or more web pages are presented that allow a person to 
register with a database by submitting registration and permission information to the 
20 database. The registration information includes name information and contact information 
and the permission information indicates whether the person wishes to receive notice of 
one or more clinical studies. The person is automatically registered with the database 
upon receipt of the registration and permission information. Permission is obtained to 
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send the person marketing information about drugs, medical devices or medical therapies. 
The database is added to by repeating the above steps for a plurality of persons. Next, a 
list is generated for use in marketing drugs, medical devices and medical therapies to 
subjects by querying the database using criteria associated with the drugs, medical devices 
5 and medical therapies. 

The present invention is also directed to a method of maintaining the 
confidentiality of clinical study information associated with a plurality of clinical study 
sponsors. Clinical study information is received from a plurality of clinical study 
sponsors, and stored in a database. Each sponsor is permitted full access in the database 

10 to clinical study information submitted by that sponsor. Each sponsor is permitted 

limited, de-identified aggregated access to information submitted by other sponsors. The 
clinical study information submitted by each sponsor optionally includes any .combination 
of: investigator information, sponsor identification, protocol information, drug indication 
information, drug class information, clinical study enrollment goal information, actual 

1 5 clinical study enrollment information, and information on the number of clinically 
evaluable subjects. 



Brief Description of the Drawing s 

Fig. 1 A is a block diagram showing the connection over a computer network of 
additional computers to the integrated, on-line interactive forum of the present invention. 
20 Fig. IB is a block diagram showing the components of the integrated, on-line 

interactive system of the present invention. 
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Figs. 2A and 2B depict an exemplary Internet web page used for registering 
persons in a database used for identifying eligible subjects for a clinical study, in 
accordance with the present invention. 

Fig. 3 depicts an exemplary web page used by a person to submit geographic and 
5 contact information to a database used for identifying eligible subjects for a clinical study, 
in accordance with the present invention. 

Figs. 4 A, 4B, 4C and 4D depict an exemplary web page through which a person 
submits one or more disease conditions of interest to a database for identifying eligible 
subjects for a clinical study, in accordance with the present invention. 
10 Figs. 5 A through 5 J depict an exemplary web page which conveys to a 

registered user information about clinical studies, in accordance with the present 
invention. 

Figs. 6A through 6R depict a series of exemplary web pages through which a 
person can search clinical studies and opt to receive information about clinical studies in 
one or more selected therapeutic areas, in accordance with the present invention. 

Figs. 7A through 7E depict an exemplary web page that provides a questionnaire 
that may be completed by an investigator interested in conducting a clinical study, in 
accordance with the present invention. 

Fig. 7F to 7J depict flow diagrams showing processes for registering 
subjects and investigators, in accordance with alternative embodiments of the present 
invention. 
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Figs. 8A and 8B is a flow diagram showing the steps performed by a sponsor using 
the professional site to recruit subjects, investigators, and take steps necessary to start a 
clinical study. 

Figs. 9A and 9B is an exemplary web page used by a sponsor to enter study 
5 parameters into the system. 

Figs. 10A and 10B is an exemplary web page used by a sponsor to enter criteria 
necessary to initiate an investigator search. 

Figs. 1 1 A and 1 IB depict an exemplary web page showing the search 
results from an investigator search performed using the present invention. 

10 Figs. 12-13 are exemplary web pages showing an extranet for creating, sending 

and tracking documents necessary to start a clinical study. 

Figs. 14 is an exemplary electronic mail notification used for contacting a potential 
subject for a clinical study. 

Fig. 15A through 15H is an exemplary study-specific subject questionnaire used 
1 5 for prescreening a subject for a clinical study. 

Fig. 16 is a process flow diagram showing the steps of a method for identifying 
persons to participate in a clinical study, in accordance with a further embodiment of the 
present invention. 

Fig. 17 is a process flow diagram of a method for identifying eligible investigators 
20 for a clinical study, in accordance with one embodiment of the present invention. 

Fig. 1 8 is a process flow diagram showing the steps of a method for identifying 
eligible investigators for a clinical study, in accordance with an alternate embodiment of 
the present invention. 
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Fig. 19 is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study, in accordance with a still further embodiment of 
the present invention. 

Fig. 20 is a process flow diagram showing the steps of a method for recruiting a 
5 person to participate in a clinical study, in accordance with the present invention. 

Figs. 21 A - 21Q show the steps of various methods of recruiting investigators in 
accordance with alternative embodiments of the present invention. 

Figs. 22A through 22K depict an exemplary data structure for implementing an 
investigator database, in accordance with the present invention. 
1 0 Figs. 22L-P depict use of a disease incidence search on a TI A database to assist in 

performing investigator and subject selection, in accordance with the present invention. 

Fig. 23 is a screen shot showing sponsor access limitations to study data. 
Figs. 24A through 24E depict an exemplary data structure for implementing a 
subject database, in accordance with the present invention. 
15 Fig. 25 depicts an exemplary data structure for implementing a study listings 

database, in accordance with the present invention. 

Figs. 26A and 26B depicts an exemplary data structure used for implementing the 
sponsor access limitations shown in Fig. 23. 

Fig. 27 is a flow diagram of a method for performing permission-based 
20 electronic mail marketing to consumers, in accordance with the present invention. 
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Detailed Description of the Preferred Embodiment 

For purposes of the present invention, each of the terms set forth below shall be defined in 
accordance with the corresponding definitions set forth below: 

"Clinical Investigator" or "Investigator" shall mean the Person with regulatory 
5 responsibility for conducting a Clinical Study. 

"Clinical Study(ies)" shall mean studies designed to distinguish the effect(s) of a 
drug or a medical device on humans from other influences— for example, a spontaneous 
change in disease progression or in the effect of a placebo (an inactive substance that 
looks like the test drug). 
10 "Clinical study sponsor" or "sponsor" shall mean any person responsible for 

conducting or overseeing a clinical study or trial, including, without limitation, 
pharmaceutical companies, clinical research organizations, biotechnology companies, 
medical diagnostic companies, medical device companies or other entities. 

"Clinical Subject" or "Subject" shall mean the human subject of a Clinical Study 
15 or a potential human subject of a Clinical Study. 

"Clinical trials" shall mean those clinical studies required to achieve regulatory 
approval. 

"Consent Information" shall mean that information required by applicable law 
and/or regulation in order to properly consent to the disclosure of confidential subject 
20 information. 

"Contract Research Organization" or "CRO" shall mean an organization that 
receives services relating to conduct of clinical studies. 

"Disease Condition" means any human disease or condition for which a Clinical 
Study may be conducted, including without limitation, a physiological, physical, 
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psychological, psychiatric, surgical or post-surgical condition, whether or not manifest by 
symptoms. It also includes conditions definable by the existence or omission of a 
particular genotype, phenotype, or other genetic structure or ordering of genetic material. 

"Electronic data capture" or "EDC" shall mean a company in the business of 
5 providing software that collects data through the conduct of a clinical study. 

"Extranet" shall mean a web application that works over the Internet for sharing 
data with specific users. Access to the application is protected by the use of passwords, 
encryption and other security mechanisms. 

"Identifying Information" shall mean any individually identifiable health 
10 information transmitted in the course of recruiting clinical subjects that relates to an 

individual's physical or mental health or condition, and/or the provision or payment of 
care, and that identifies the individual or creates a reasonable basis to believe the 
information can be used to identify the individual. 

"De-identified Data" shall mean data in which identifying information has been 
1 5 removed or hidden by removing, coding, encrypting, or otherwise eliminating or 
concealing the information such as name, address, birth date, name of relatives or 
employers, telephone numbers, email address and other unique identifying numbers, 
characteristics or codes that the covered entity had reason to believe may be used by an 
anticipated recipient of the information to identify the individual. 
20 "IRB" shall mean "Institutional Review Board". Other countries may have 

equivalent such ethics boards under International Health Commission ("IHC") guidelines. 

"Investigational Drug or Device" shall mean any drug or device that is the 
substance or object being tested in a Clinical Study; including without limitation, drugs or 
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devices designed for the cure, prevention, control, monitoring of treatment or treatment of 
a Disease Condition. 

"Laws" shall mean all applicable laws, statutes, rules, regulations, ordinances and 
other applicable pronouncements having the effect of law whether federal, national, 
5 multinational, state, provincial, county, city or other political subdivision, domestic or 
foreign which pertain to and are applicable to the disclosure of confidential subject 
information including subject identity. 

"Permission Information" shall mean optional information submitted by a user of a 
database in order to convey the user's agreement to receive data or information or to have 
10 personal and/or confidential information provided by the user disclosed under certain 
defined circumstances. 

"Person" shall mean any individual, corporation, partnership, association, 
unincorporated organization or government or political subdivisions thereof 

"Primary research facility" or "PRF" shall mean the location at which the 
15 investigator conducts a clinical study. 

"Regulatory Approval" shall mean, with respect to a country, all authorizations by 
the appropriate governmental entity or entities necessary for commercial sale of a drug 
product in that country including, without limitation and where applicable, approval of 
labeling, price, reimbursement and manufacturing. "Regulatory Approval" in the United 
20 States shall mean final approval of a new drug application pursuant to 21 C.F.R. § 314, 
permitting marketing of a drug product in interstate commerce in the United States. 
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System Architecture 

Referring first to Figure 1 A, in that figure is depicted computer network 103 
operatively connecting computer system 100 to more or more additional computer 
systems represented here as computer systems 101 and 102. Computer system 100, 
5 described in more detail below, may be any of a number of commercially available 
computer systems, including a conventional server or workstation. Such systems may 
include, for example, one or more microprocessors, computer memory, conventional 
communication circuitry (e.g., a modem) and other commonly available peripherals. 
Computer systems 101 and 102, and other computers that interface with network 103, may 

10 also be such workstations or servers, or may comprise any type of commercially available 
personal computers capable of communicating over a computer network. Those of 
ordinary skill in the art will recognize that network 103 may connect to any number of 
additional computers. Network 103 represents a public or private computer network. The 
Internet is one example of such a network, though other types of networks are possible 

1 5 within the scope if the inventions described herein. 

Referring now to Figure IB, there is shown a block diagram of an integrated 
online system 100 that promotes exchange of information among clinical study sponsors, 
clinical study investigators, and clinical study subjects, in accordance with the present 
invention. The clinical study sponsors, investigators and subjects may access system 100 

20 using computers such as computers 101, 102. Among other things, system 100 serves to 
integrate the now fragmented clinical study system by bringing clinical study sponsors, 
clinical study investigators, and subjects together In a common environment. The system 
100 also serves to integrate the clinical study system by bringing the clinical study 
sponsors, clinical study investigators and subject's data together in a secure environment. 
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In addition, and as discussed more fully below, system 100 includes specialized databases 
and collaboration tools that allow clinical study sponsors and investigators to take the 
steps necessary to start a clinical study more quickly, including assessing the feasibility of 
a study, locating qualified investigators, communicating with investigators, completing all 
5 required preliminary documentation necessary to enroll investigators in the study, locating 
qualified and interested subjects, communicating with interested subjects, and directing 
interested subjects to appropriate investigator sites to perform the physical assessment and 
complete the necessary documentation to enroll the subjects in the clinical study. 

System 100 contains several databases, that function in combination to facilitate 

10 the start of a clinical study. By way of an overview, system 100 includes a subject * 
database that includes information about persons that may potentially qualify as eligible 
subjects for a clinical study. Demographic information about each registered person is 
stored in the subject database. In addition, information about disease conditions of 
interest to persons in the subject database and information about clinical studies of interest 

15 to such persons is stored in the subject database. As a potential subject interacts with 
system 100 over time by, for example, attempting to qualify for participation in various 
clinical studies, system 100 collects and stores additional information about the persons 
represented in the subject database. In accordance with this aspect, individual subjects or 
their caregivers will enter information about themselves into system 100 when they 

20 attempt to qualify for a given clinical study. This information may be limited to what is 
sought in the registration questionnaire, or it may take the form of responses to one or 
more different questionnaires designed to assess eligibility for a given clinical study. 
Irrespective of whether the subject is ultimately selected for participation in the study, 
upon obtaining appropriate consent from the subject, the information entered by the 
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subject during any pre-screening for the clinical study will be added to the registration 
information and stored as part of the subject database. Over time, as a given individual 
attempts to qualify for further clinical studies, still further information will be collected 
about the individual in connection with the screening for the further clinical studies. This 
5 further information will also be stored in the subject database. Thus, over time, the 
information in the subject database will grow more detailed and complete as the same 
individual provides additional information to apply for additional studies using system 
100. As discussed more fully below, the subject database is used by clinical study 
sponsors to identify potential subjects to participate in clinical studies. As the information 
10 stored in the subject database becomes more detailed and complete over time, the utility of 
the subject database will be further enhanced from the point of view of clinical study 
sponsors because the sponsors will be able to identify more rapidly, accurately and with 
higher confidence potential subjects for their clinical studies. 

In system 100, potential clinical study subjects submit data (later stored in the 
1 5 subject database) through the subject site. The subject site is, for example, an internet 

website that is accessible to the general population. Further details of the subject site are 
shown in Figs. 2 through 6, and discussed below. By way of overview, the subject site 
includes content about new medical therapies and current clinical studies. This content is 
typically of interest to chronically ill persons, persons who are newly diagnosed with a 
20 particular illness, caregivers for persons with a particular illness, and other persons in the 
general population who might be interested in participating as subjects in a clinical study. 
The content is preferably available for free to the users. However, when viewing the 
content, users are requested to register with the subject site. During the registration 
process, a given user will enter demographic information about himself or herself, and 
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will be given an opportunity to indicate areas of new medical therapies or clinical studies 
that are of interest to the individual. All such information entered by the user is stored in 
the subject database. As discussed more fully below, if a registered user wishes to attempt 
to qualify for participation in a clinical study, the individual may submit answers to a 
5 questionnaire tailored to the clinical study via the subject site. (In one embodiment, the 
questionnaire answers are received from the subject or caregiver on a secure page of the 
subject website.) These questionnaire answers are then used for at least three purposes. 
First, the answers are used to pre-screen the individual for the given clinical study for 
which they are attempting to qualify. Second, with appropriate consent from the 

10 individual, the questionnaire answers are stored in the subject database and used to assess ^ 
more accurately whether or not the given individual would be appropriate for 
consideration in a later clinical study. Third, the questionnaire answers are used to assess 
the feasibility of subsequent studies. Fourth, the answers may be used to lock-out people 
once they are in a study. 

15 Referring still to Figure 1, system 100 also includes an integrated investigator 

database. In one embodiment, the investigator database includes information from three 
general sources as described below, although in other embodiments it may include 
information from a lesser or greater numbers of sources or different sources. First, the 
investigator database includes data about the clinical study investigators who wish to 

20 inform clinical study sponsors of their clinical study experience and/or training, submitted 
by the investigators themselves. This self-reported data is typically entered into the 
investigator database either when a given investigator logs onto the professional site, and 
registers with the system as described further with reference to Figs. 7A through 7E or by 
submitting such information to the professional site by mail, fax, phone or other non- 
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computerized means. The self-reported data includes various types of information 
including, for example, the educational background of the investigator, the clinical study 
experience of the investigator, the past performance of the investigator in other clinical 
studies (e.g., how many subjects the investigator committed to recruit for a given study in 
5 what period of time, how many subjects the investigator actually recruited for the study in 
what period of time, and how many of such subjects actually completed the study), 
equipment available to the investigator (e.g., whether or not the investigator has access to 
a CAT scan machine or MRI equipment which may be required for a given study), any 
mandated IRB relationships of the investigator (e.g., whether or not the investigator is 
1 0 required through professional affiliations to submit materials to a particular IRB for 

approval before the materials may be used to advertise the study), any hospital or HMO 
affiliations of the investigator, information about the investigator's staff and facilities and 
the geographic location of the investigator. 

In addition to the self-reported information, the investigator database also includes 
15 information about investigators received from a variety of external sources. One such 

external source is the FDA, which can provide information about any past clinical studies 
for which an investigator has registered, as well as any information about sanctions or 
other disciplinary actions that may have been issued in connection with an investigator's 
work in a past clinical study. Information obtained from the investigator in the past or 
20 from other third party sources, such as an investigator's prescription writing history and 
the history of laboratory requests made or lab results received by an investigator in the 
past, are stored in the investigator database. Such external information can be used to 
both supplement and verify the self-reported data entered by the investigator and 
discussed above. Clinical study sponsors may also supply information about their past 
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experiences with a given investigator, and such information may be stored in the 
investigator database. 

In addition to the self-reported and external source data, additional information 
about a given investigator will be learned by system 100 as the investigator interacts with 
5 system 100 and attempts to enroll in clinical studies with the assistance of the system. For 
example, in some embodiments, after a given clinical investigator has been recruited for a 
given clinical study using system 100, the system will monitor the investigator's 
performance with respect to the clinical study and store this performance data in the 
investigator database if the system is linked to an EDC product that is collecting data 

10 throughout the study. In alternative embodiments, the performance data may be obtained 
through off-line sources. 

In an embodiment, system 100 also includes a Therapeutic Incidence Area ("TIA") 
database. The TIA database contains the incidence and/or prevalence of different disease 
conditions by geographic area. Thus, for example, the TIA database may store the 

15 incidence or prevalence of colon cancer in each of several different municipalities across 
the country. The data sets and search parameters used to conduct searches in the TIA 
databases have been created to conform to the information required by clinical study 
sponsors when determining the likelihood of recruitment success within the projected time 
frame for a particular protocol for the study, or when determining where to locate 

20 investigator sites to conduct the study. As explained more fully below, the present 
invention uses the TIA database to assist in the selection of investigators for a given 
clinical study by searching for an investigator who is proximate to a geographic area 
where a greater number of subjects who may be eligible to participate in the study reside 
or receive treatment. 
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An important part of system 100 is its incorporation of an extranet to facilitate secure 
collaborations between a clinical study sponsor (or its designees) and its investigator(s) 
during the process leading up to the start of a clinical study. As discussed more fully 
below, after a clinical study sponsor has identified an investigator to perfonn a given 
5 clinical study, the sponsor must formally engage the investigator for the study. During the 
engagement process, several documents (e.g., an investigator questionnaire, answers to the 
investigator questionnaire, a confidentiality agreement, a contract, a budget, an FDA form 
1572, IRB documents, the study protocol, etc.) will in most instances be exchanged 
between the sponsor and the investigator. The present invention provides a secure 

10 environment for these communications, as well as functionality that manages and tracks 
the documents needed to start the clinical study. In one embodiment, this functionality is 
achieved by allocating individual workspaces to sponsors and investigators within the 
professional site. A given sponsor or investigator is then able to receive, send, and track 
documents from within his or her workspace. 

15 Subject Site and Registration 

Information regarding potential clinical study subjects may be gathered from a 
variety of different sources including, in a preferred embodiment, via a web site such as 
subject site of Fig. IB. The information obtained regarding potential clinical study 
subjects must be sufficiently general in nature such that it may be applicable to a variety 

20 of different therapeutic areas and disease conditions, yet specific enough to be useful in 
assessing the subject's eligibility for a specific study with narrowly defined inclusion or 
exclusion criteria. 

Figs. 2A and 2B depict an exemplary internet web page, which allows for the 
registration of persons in a database (e.g., the subject database of Fig. IB) and which is 
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used for identifying eligible subjects for a clinical study, in accordance with the present 
invention. Registration web page 200 includes e-mail area 201, username area 202, and 
password area 203 where the person registering in the database may enter his or her 
information. A hypertext link 204 to a privacy and security policy of the service provider 
5 may be provided in some embodiments. In all embodiments, the privacy of subjects is 
protected by ensuring compliance with all applicable laws. A question/answer area 205 
may be provided for use in the event the person forgets his or her password. In agreement 
area 206, the terms and conditions pursuant to which the person is entitled to register 
himself or herself in the subject database and use the inventive system may be provided. 

10 Fig. 3 depicts an exemplary web page of subject site used by a person to submit 

geographic, gender and contact information to a database, such as the subject database of 
Fig. IB, used for identifying eligible subjects for a clinical study, in accordance with the 
present invention. Personal information web page 300 includes name, contact 
information, and geographic information area 301 as well as gender information area 302 

1 5 where the person registering in the database enters his or her information. 

Figs. 4A through 4D depict an exemplary web page of subject site through which a 
person may submit one or more disease conditions to a database for identifying eligible 
subjects for a clinical study, in accordance with the present invention. Therapeutic area 
web page 400 includes pull down menu 401 at which a person may identify a therapeutic 

20 area of interest to that person. In this example, the therapeutic area cancer has been 

chosen. Upon clicking on view button 402, the potential disease conditions of interest are 
presented to the subject or caregiver in disease condition area 403. The person may check 
one or more boxes in medical news/drug area 404 or clinical study opportunities area 405 
to indicate if the person is interested in obtaining medical news, drug or clinical study 
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opportunity information on any of the disease conditions specified in disease condition 
area 403. 

Figs. 5 A through 5 J depict an exemplary web page of the subject site, which 
conveys information about clinical studies, and an ability to search clinical studies to a 
5 registered user, in accordance with the present invention. Frequently asked questions area 
503 is provided to educate a person on clinical studies. In search area 501, the registered 
user may click on any one of the therapeutic areas identified (such as cancer clinical study 
area 502) and be taken to a search clinical study web page 600, as depicted in Figs. 6A 
and 6B. 

10 Search clinical studies web page 600 allows the user to search for clinical studies 

relating to the therapeutic area identified in search area 501. Search clinical study web 
page 600 includes search area 601 which allows the user to use particular search criteria to 
find clinical studies. For example the user may select a condition in condition area 602 
and/or may select a state in location area 603. The user may also select a particular 

15 geographic location, in location area 603. The user may indicate in contact area 604 that 
the person wishes to be contacted for a particular clinical study. 

Upon clicking on contact area 604, the user will be taken to general study interest 
web page 605 shown in Figs. 6C and 6D. On general study interest web page 605, the 
registered user may indicate in interest area 606 whether the registered user is interested 

20 for himself/herself or for someone else. In one embodiment, the registered user may 
select in selection area 607 up to three therapeutic areas in which the registered user is 
interested. In contact area 608, the registered user indicates the manner in which the 
registered user would like to be contacted, e.g., by e-mail, telephone or. regular mail. The 
registered user also indicates name and contact information in contact information area 
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609. The registered user submits the form by clicking on submit button 610, or may 
cancel the process by clicking on cancel button 61 1. 

In other embodiments, the above-referenced information may be included in the 
database and entered via the web site not by the subject but by a caregiver of the subject. 
5 The caregiver may be anyone who is providing care to the subject, such as a medical 
professional, a family member, or a friend. 

In an alternative embodiment, in order to become a user registered with the subject 
database, the user will be required to provide the information required as shown in the 
web page depicted in Fig. 6E: a user id; password; password reminder; and whether the 

10 user is seeking information for himself or herself or for someone else. In a second step, 
with reference to Figs. 6F and 6G the user will be required to provide additional 
information such as first name, date of birth, gender, electronic mail address, zip code and 
an indication of one or more medical conditions in which the user is interested. 
Additional information, though not required for registration, may be provided such as 

15 medical conditions experienced by the user, salutation, last name, ethnic background, 
telephone number, country of residence, as shown in Figs. 6F and 6G. In a third step 3, 
the user inputs information on a web page such as that shown in Fig. 6H, including a 
request to receive various types of information (such as, e.g., clinical study opportunities 
or news and new medical therapies) about the user's medical conditions identified in Figs. 

20 6F and 6G. The user may request that he or she not be sent any information. In area 650, 
the user is asked to agree to certain terms and conditions governing the user's use of the 
inventive system. 

Upon completing the required information and accepting the terms and conditions, 
the user will become a registered user of the inventive system, as shown in the web page 
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depicted in Fig. 61. At this point, the user may choose to answer additional, optional 
questions or to return to the previous activity. If the user chooses to answer additional 
questions, the user may be taken to a web pages such as those depicted in Figs. 6J through 
6N and provide information such as the type of prescriptions or over-the-counter 
5 medications taken by the user for a given medical condition; the health habits of the user; 
and the clinical study experience of the user. In Fig. 60, the user can see if the user has 
answered completely questions about each medical condition previously listed by the user. 
In Fig. 6P, the user can provide feedback. In Fig. 6Q, the service provider may provide a 
thank you to indicate that the message was sent successfully. 

10 The registered user may also access, on the subject site, the registered user's own personal 
library. Library web page 612, shown in Fig. 6R, informs the registered user that he or 
she may maintain a personal library of information relating to clinical studies or new 
developments related to particular therapeutic areas found throughout the subject site. 
The user may also create and save personal notes relating to the same. Information may 

15 be placed in the library by the registered user or, in some embodiments, specific 

information on topics which may be of interest to the registered user may be placed in the 
registered user's library automatically based on, for example, the registered user's past 
selections of information to place in the library, therapeutic areas of interest, disease 
conditions of interest, geographic location, and/or gender. 

20 Investigator Registration on Professional Site 

An investigator who is interested in conducting clinical studies may 
express his or her interest by registering on the professional site of Fig. IB. Figs. 7A, 7B, 
7C, 7D and 7E depict investigator questionnaire web page 700 that provides a 
questionnaire that may be completed by an investigator interested in conducting a clinical 
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study, in accordance with an embodiment of the present invention. In name area 701, the 
investigator is required to input his or her name. In degree area 702, the investigator's 
degree(s) are required. The PRF organization or institutional name, address, city state, 
country, zip code and telephone number are required (and fax and electronic mail address 
5 optionally requested) in contact area 703. Specialty area 704 requires that the investigator 
provide his or her primary specialty area. Board area 705 requires that the investigator 
indicate whether he or she is board certified and/or board eligible; optionally, the 
investigator's year of primary specialty board certification, and board information 
regarding any of the investigator's subspecialties may be provided. In study experience 

1 0 area 706, the investigator is required to indicate the number of years the investigator has 
participated in clinical studies as well as all phases of clinical research in which the 
investigator has participated. The investigator must include the number of investigators 
that conduct research at the PRF indicated in investigator area 707. 

Additional information may also be provided regarding, for example, the 

15 following: the IRB with which the investigator is associated, as indicated in IRB area 708; " r 
any audits of the investigator conducted by the FDA or other regulatory agency, as 
indicated in FDA audit area 709; any audits of the investigator conducted by a sponsor or 
CRO, as indicated in sponsor audit area 710; and/or information about the investigator's 
PRF, such as whether it is single specialty, multi-specialty, part of a solo or group 

20 practice, or affiliated with a site management organization or research group, as indicated 
in PRF area 711. In alternative embodiments, an investigator provides the information 
requested in the investigator questionnaire by phone, fax, regular mail or other non- 
computerized means, rather than transmitting the information to the professional site on- 
line. 

31 

RECTIFIED SHEET (RULE 91) 

BNSDOCID: <WO 0155942A1_IA> 



WO 01/055942 



PCT7US01/02936 



In addition to the information described above, an investigator may be required to include 
information regarding his or her publications and educational background; hospitals or 
PRF with which the investigator is associated; health plans with which the investigator is 
associated; equipment to which the investigator has access; and any sanctions imposed by 
5 the FDA or other regulatory agency upon the investigator. 

Alternative Embodiments For Subject and Investigator Registration 
Fig. 7F to 7J depict flow diagrams showing processes for registering 
subjects and investigators, in accordance with alternative embodiments of the present 
invention. Fig. 7F is directed to persons that register with the subject or investigator site 

10 based on a visit to the subject site; Fig. 7G is directed to persons that register with the 

subject or investigator site based on a contact with a pharmaceutical call center; Figs. 7H 
and 71 is directed to persons that register with the subject or investigator site based on a 
contact with an off-line call center; and Fig. 7 J is directed to persons that register with the 
subject or investigator site based on a visit to a third party on-line recruitment site. 

15 Study Feasibility and Launch Process 

Referring now to Figures 8A and 8B, there is shown a flow diagram of a process 
that may be used by a sponsor to accomplish the steps necessary to start a clinical study. 
The process may begin at two different points. Specifically, if the sponsor wishes to begin 
by making a feasibility assessment with respect to the study, the process starts at step 804. 

20 Alternatively, if the sponsor does not wish to make a feasibility assessment, the process 
starts at step 811. 

In step 804, the sponsor enters various criteria necessary to identify potential 
subjects and/or investigators for the study into the system. These criteria include, for 
example, criteria that determine which subjects may be included or excluded from the 
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study, one or more specialties that an investigator for the study should have, information 
about the prescribing behavior of the investigator, the number of studies that the 
investigator should have conducted, the therapeutic area and disease indication associated 
with the clinical study, the distance around the investigator site in which subjects 
5 participating in the study should be found, and the geographic area in which the 
investigator should be found. 

Next, in steps 806, 807 and 80S, various criteria from step 804 are applied to the TIA, 
subjects and investigator databases in order to assess the likelihood that sufficient subjects 
will be available for the study, and to assess the likelihood that a sufficient number of 

10 suitable investigators will be available for the study. In applying the subject criteria to 

both the TIA and subject database, the present invention is able to both identify subjects in 
the subject database that may be appropriate for the clinical study (this information comes 
from the subject database), and also identify geographic areas where incidences of the 
relevant diseases or conditions are more prevalent (this information comes from the TIA 

1 5 database.) By querying the TIA database for this disease incidence/prevalence 

information, the system is able to identify geographic areas where potential subjects (not 
listed in subject database) may be more likely to be found using off-line and/or on-line 
recruiting not involving the subject database. In addition, the geographic locations of 
investigators who may qualify for the study are compared against the TIA search results 

20 and the search results from the subject database (specifically, the locations of such 
subjects) in order to identify investigators with the highest likelihood of fulfilling the 
enrollment requirements of the study because they are located proximate to where there 
are the largest numbers of suitable subjects. This aspect of the assessment process 
recognizes that, in the case of some studies, potential subjects may be unwilling to travel 
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any significant distance to participate in the study, while, for other studies, potential 
subjects may be prepared to travel great distances. Therefore, even if an investigator is 
otherwise qualified to perform the study, if sufficient subjects are not located proximate to 
the investigator's site, it may be more challenging for the investigator to fulfill the subject 
5 recruitment required for the study. By correlating the geographic location of suitable 
subjects from the subject database and locations having a relatively higher incidence or 
prevalence of the disease associated with the study (from the TIA database) to the 
locations of suitable investigators listed in the investigator database, the present invention 
is able to locate investigators who are not only qualified, but also proximate to large 

10 numbers of subjects, and thus have the greatest likelihood of fulfilling the sponsor's 
expectations with respect to both enrollment and quality of performance. 

Following the review of the search results from steps 806, 807 and 808, the 
sponsor makes a subjective assessment in step 810 as to the feasibility of the study based 
on the results obtained from the TIA, subject and investigator databases. In this step, the 

15 sponsor determines whether there is a sufficiently large pool of potential subjects who are 
close enough geographically to a potential investigator to make the study feasible. If, in 
step 810, the sponsor concludes that it would not be feasible to recruit sufficient suitable 
subjects and/or investigators for the study, the sponsor is given an opportunity to revise 
the subject and investigator criteria entered in step 804 in an effort to arrive at a feasible 

20 study. In accordance with this aspect, the sponsor repeats the process described above 
using revised subject and investigator criteria until the sponsor finds a study for which 
subject and investigator recruitment appears feasible. 

The sponsor reaches step 811 either as an entry point into the process, or after the 
sponsor has determined in step 810 that the study is feasible. In step 81 1, the sponsor 
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determines whether the sponsor desires to use the investigator database to perform 
investigator recruitment for the study. If the sponsor wishes to use the investigator 
database for investigator recruitment, then in step 815, the sponsor begins by entering 
study parameter information into the system. A screen shot of a web page that may be 
5 used for entering this information is shown in Figures 9 A and 9B. In this step, the 

sponsor enters various parameters about the study into the system. Next, in step 816, the 
sponsor enters investigator search criteria for the study into the system. Such search 
criteria could include, for example, one or more specialties that would be desirable for an 
investigator for the study, information about the prescribing behavior of the investigator, 

10 the number of studies that the investigator has conducted, the therapeutic area and disease 
indication associated with clinical studies previously conducted by the investigator, the 
distance around the investigator site in which subjects participating in the study should be 
sought, and the geographic area in which the investigator should be located. Figures 10A 
and 10B are a screen shot of an exemplary web page that may be used by a sponsor to 

15 input the investigator search criteria into the system. In step 818, the sponsor is given the 
ability to weight one or more of the investigator criteria prior to initiating the investigator 
search. 

In step 820, the investigator criteria and any weight applied by the sponsor, are 
applied to the investigator database in order to identify potential investigators for the 
20 clinical study. In one embodiment, results from queries to the T1A and subject databases 
for the study are also incorporated into the investigator selection process. By correlating 
the geographic location of suitable subjects from the subject database and locations having 
a relatively higher incidence or prevalence of the disease associated with the study (from 
the TIA database) to the locations of suitable investigators listed in the investigator 
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database, the present invention is able to identify in step 820 investigators who are not 
only qualified, but also proximate to where potential subjects with the relevant disease 
live or are willing to travel. 

An exemplary web page that shows the results of an investigator search in 
5 accordance with the present invention is shown in Figs. 1 1 A and 1 IB. As shown in that 
figure, for each investigator identified in the search, the sponsor is shown the name of the 
investigator, the investigator's specialty, the city/state in which the investigator is located, 
the number of studies that the investigator has performed, subject demographic 
information obtained from the TIA database (i.e. the number of persons listed in the TIA 
10 database that are within a predetermined distance of the investigator site and who could 
potentially qualify as subjects for the clinical study), subject demographic information 
obtained from the subject database (i.e. the number of subjects listed in the subject 
database that are within a predetermined distance of the investigator site and who could 
potentially qualify to participate in the clinical study), the drug prescribing behavior of the 
15 investigator (e.g., the drug class prescribing decile associated with the investigator). It 

will be understood by those skilled in the art that other criteria relevant to the investigator 
could also be shown on this search results screen including for example, the behavior of 
the investigator with respect to ordering of laboratory tests/procedures. 

In step 822, the sponsor selects one or more investigators for the clinical study, 
20 and in step 823 begins the process of engaging the investigator(s) for the study. As 

mentioned above, this process is accomplished using a secure extranet embodied by the 
professional site. This extranet preferably includes document templates that allow 
sponsors (and/or investigators) to quickly generate documents relevant to the launch of a 
clinical study. These documents include for example, an initial questionnaire that a 
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sponsor may send a potential investigator in order to more fully assess whether or not the 
investigator would be appropriate to conduct the clinical study. Other documents that 
may need to be in place before the study is started include a confidentiality agreement 
between the sponsor and investigator, and a synopsis of the study to be completed. These 
5 documents are preferably created using standard templates found in the workspace on the 
professional site associated with each sponsor or investigator. These documents are also 
preferably exchanged between the sponsor and investigator only within the extranet 
thereby insuring that confidentiality of such documents is securely maintained and 
tracked, and allowing separate version control for each of multiple investigators being 

10 recruited for the same study. Figures 12 and 13 are screen shots of web pages from the 
professional site showing use of the extranet for the creation and tracking of documents 
necessary for the start of a clinical study. The failure to complete or provide any of the 
documents required to start the study may be fatal to the investigator recruitment process, 
and may require repetition of the process (from either step 816 or 822) until the 

1 5 investigator recruitment process can be completed. 

After step 823, the sponsor decides whether the sponsor is interested in using the 
subject database to identify potential subjects for the study. If the sponsor is interested in 
using on-line and/or off-line patient recruitment and retention services, then in step 817 a 
combination of on-line recruitment and off-line recruitment is used to identify potential 

20 subjects for the study. In the on-line recruitment process, the sponsor enters various 
criteria necessary to identify potential subjects for the study into the system. These 
criteria include, for example, the inclusion/exclusion criteria of subjects for the study, the 
therapeutic area and disease indication associated with the clinical area, and/or the 
distance around the investigator site in which subjects participating in the study should be 
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found. The subject criteria are then applied to the subject database, in order to identify 
on-line potential subjects for the study. 

Off-line recruitment is used for identification of potential subjects either by itself 
(step 819) or in combination with on-line recruiting techniques (step 817). Off-line 
5 recruiting is how most participants for clinical studies are currently recruited in prior art 
systems, and this method involves making contact through media with a potential subject 
in order to attempt to recruit the subject for a given clinical study. In performing off-line 
recruiting, the sponsor may optionally use results from a search of the TIA database to 
assist in identifying a geographic area where subjects for study are more likely to be 
10 found. 

After a potential subject has been identified (step 817 or 819), the process of pre- 
screening for participation in the study begins (step 824). In this step, subjects identified 
using on-line and/or off-line recruitment are notified, and asked whether or not they have 
an interest in participating in the clinical study. In the case of candidates that were 

15 identified on-line using the subject database, the subjects are preferably contacted by the 
means that they identified during their registration on the subject site (e.g., by electronic 
mail) in order to preliminarily determine whether they have an interest in participating in 
the clinical study. A screen shot of an exemplary e-mail used for providing such a 
notification to a potential subject is shown in Fig. 14. The notification could alternatively 

20 be provided using telephone, mail, fax or any off-line communication means. If a 
potential subject responds to a notification by indicating interest in participating in a 
clinical study, the subject is provided with a formal questionnaire that asks for information 
specifically relevant to the clinical study. An exemplary study-specific subject 
questionnaire is shown in reference to Figs. 15A - 15H. In the preferred embodiment, if 
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in response to the e-mail notification shown in Fig. 14, the subject indicates interest in 
participating in the clinical study, a study-specific subject questionnaire such as shown in 
Figs. 15A - 1 5H is provided to the subject on a secure web page found on the subject site. 
The subject then uses this secure web page to answer all of the questions in the subject 
5 questionnaire, and to submit such answers for consideration. As mentioned above, 

irrespective of whether the subject is ultimately selected for participation in the clinical 
study, these questionnaire answers are stored in the subject database with the consent of 
the patient, thereby enriching the subject information stored in that database. 

Following the pre-screening process described above, a list of pre-screened 

10 subjects who may be eligible to participate in a clinical study is given to the investigator. 
Next, in step 826, the investigator schedules an appointment with each of the subjects on 
his or her pre-screened list. The subject gets examined and signs an informed consent 
before the investigator can enroll the subject in a study. In step 830, allocation numbers 
for each of the subjects selected by the investigator for the clinical study are provided to 

1 5 the sponsor. Since the sponsor must be blind to the identities of the subjects participating 
in the study, the sponsor is provided with only allocation numbers of the subjects, and no 
identifying information (such as the name or address of such individuals) is provided to 
the sponsor. 

Finally, in step 832, information about each of the subjects participating in the 
20 study is provided electronically from system 100 to an electronic data capture ("EDC") 

company. EDCs are typically used during the performance of a study to store and capture 
data from investigator(s). By electronically providing information about each of the 
subjects in the study to the EDC prior to start of the clinical study, the present invention 
facilitates the set-up of the EDC database prior to the start of a clinical study. In one 

39 



RECTIFIED SHEET (RULE 91) 

BNSDOCID: <WO 0155942A1JA> 



WO 01/055942 



PCT/US01/02936 



embodiment, the present invention includes several different data conversion templates, 
each of which converts subject data (from the subject database) to a format associated 
with a given EDC, prior to transmission of any subject data to such EDC. 

In some embodiments, the inventive system may be linked to the systems of other 
5 entities involved in the clinical studies process, thereby creating an automated clinical 
studies system from compound development through study feasibility and 
subject/investigator recruitment, study conduct and post-study marketing. 

The sponsor may use the inventive system to identify both investigators and 
subjects, may have engaged an investigator and simply be recruiting subjects, may be 
10 looking for an investigator to take over an ongoing study, or may be looking for an 
investigator who will then recruit subjects. 

Specific Investigator Identification Embodiments 
Fig. 16 is a process flow diagram of a method for identifying eligible investigators 
for a clinical study in accordance with one embodiment of the present invention. 
15 Specifically, at step 1610, information is stored in database 2200 of the inventive system 
(in particular, the data is stored in table 2252, field 2252a of Fig. 22E) relating to the 
geographic location of each of a plurality of investigators. At step 1 620, an incidence or a 
prevalence of each of a plurality of disease conditions in a plurality of different 
geographic locations is stored in the database. 
20 At step 1630 the system queries the database for a selected disease condition 

associated with the clinical study at issue. The query results in a list of locations wherein 
there is a relatively greater incidence or prevalence of the selected disease condition. 
From the result of this query, the system identifies both investigators that may qualify to 
perform the clinical study based upon the geographic location of the investigator 
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compared with the query result, as shown at step 1640, and potential registered subjects. 
Thus, an investigator located where there is a requisite incidence or prevalence of the 
selected disease condition is potentially eligible. 

Fig. 17 is a process flow diagram showing the steps of a method for identifying 
5 eligible investigators for a clinical study in accordance with another embodiment of the 
present invention. At step 1710, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes 
information regarding the prescription writing history of each of the investigators with 
respect to a plurality of classes of medications. The prescription writing history 

1 0 information is provided by a third party. 

At step 1720, information is stored in the database that associates each of the 
plurality of medications discussed above with one or more disease conditions. At step 
1730, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. The query will result in 

15 correlation between the specific disease condition and related prescriptions. At step 1740 
the inventive system identifies an investigator based upon the query results and the 
investigator's prescription writing history. The determination may be based, for example, 
upon the volume of prescriptions for the medications written by the investigator as 
compared to the volume of prescriptions for that medication written by other physicians. 

20 The determination may vary depending upon the specific clinical study, and will be 
known to those skilled in the art and is within the scope of the present invention. 

Fig. 18 is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet another embodiment of 
the present invention. At step 1810, information is stored in the inventive system database 
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relating to prospective investigators for clinical studies. This information includes 
information regarding the history of each investigator's request for laboratory procedures 
(e.g., blood work for subjects, urinalysis, EKG, etc.). Other requests will be known to 
those skilled in the art and are within the scope of the present invention. 
5 At step 1820, information is stored in the database that associates each of the 

laboratory procedure requests discussed above with one or more disease conditions. At 
step 1830, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. The query will result in 
correspondence between the specific disease condition and related laboratory procedures. 

10 At step 1840 the inventive system identifies an investigator based upon the query results 
and the investigator's laboratory procedure requests. The determination may be based 
upon the fact that the investigator has never requested a certain laboratory procedure, or 
always prescribes a certain laboratory procedure. The determination may vary depending 
upon the specific clinical study, and will be known to those skilled in the art and is within 

1 5 the scope of the present invention. 

Fig. 19 is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study, in accordance with yet a further embodiment of 
the present invention. With reference to Fig. 19, in step 1910, information regarding a 
plurality of investigators is stored in a database. Such information includes the history of 

20 each investigator's past participation in clinical studies. The history information is stored 
in a database of the inventive system (shown at table 2220, field 2220 A of Fig. 22 A). In 
step 1920, the database is queried using criteria about past clinical study participation. In 
step 1930, a qualified investigator for a clinical study is identified based on the results of 
the query regarding past clinical study participation. 
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Fig. 21 A is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study, in accordance with a further embodiment of the 
present invention. With reference to Fig. 21 A, in step 2101, information regarding a 
plurality of investigators is stored in a database. Such information includes a geographic 
5 location of subjects located near the investigator. In step 2102, the database is queried 
using criteria about a selected disease condition. In step 2103, a qualified investigator for 
a clinical study is identified based on the results of the query and the geographic location 
of the investigator's subjects. 

Fig. 2 IB is a process flow diagram depicting the steps of a method for identifying 

10 eligible investigators for a clinical study in accordance with another embodiment of the 
present invention. At step 2104, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes 
information regarding the investigator's medical specialty, which can be supplied either 
by the investigator or a third party, such as a certification board. 

15 At step 2105, information is stored in the database that associates each of the 

investigator's specialty with one or more disease conditions. At step 2106, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the 
specific disease condition and related specialties. At step 2107 the inventive system 

20 identifies an investigator based upon the query results and the investigator's specialty. 

Fig. 21 C is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet another embodiment of 
the present invention. At step 2108, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes 
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information regarding the experience of an investigator's medical staff, which may 
include the actual size of the staff, any particular expertise among the staff, etc. Other 
information about an investigator's staff will be known to those skilled in the art and are 
within the scope of the present invention. The staff information can be supplied by the 
5 investigators or third parties. 

At step 2109, information is stored in the database that associates the experience of 
the investigator's medical staff discussed above with one or more disease conditions. At 
step 2109, the database is queried wherein information representing a selected disease 
condition associated with the specific clinical study is used. The query will result in 
10 correspondence between the specific disease condition and related staff experience. At 
step 21 10 the inventive system identifies an investigator based upon the query results and 
the experience of the investigator's medical staff. 

Fig 2 ID is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with another embodiment of the 
15 present invention. At step 2112, information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes the number of 
clinical studies each investigator has performed. This number can be supplied by the 
investigators or third parties. 

At step 2114, the database is queried wherein information representing a selected 
20 disease condition associated with the specific clinical study is used. At step 21 15 the 

inventive system identifies an investigator based upon the query results and the number of 
investigator clinical studies. 

Fig. 2 IE is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet another embodiment of 
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the present invention. At step 2116, information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes hospitals with 
which the investigator is affiliated. This information can be supplied by the investigators 
or third parties. 

5 At step 2117, information is stored in the database that associates each of the 

investigator hospital affiliates with one or more disease conditions. At step 21 18, the 
database is queried wherein information representing a selected disease condition 
associated with the specific clinical study is used. At step 2119 the inventive system 
identifies an investigator based upon the query results and the investigator's hospital 
10 affiliates. 

Fig. 2 IF is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with a further embodiment of the 
present invention. At step 2120, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes each of 
15 the investigator's hospital affiliates' number of beds, which may include information 
regarding how many beds are dedicated to ICU, cancer, OBGYN, etc. The information 
can be supplied by the investigators or third parties. 

At step 2121, the number of hospital beds is associated with one or more disease 
conditions. At step 2122, the database is queried wherein information representing a 
20 selected disease condition associated with the specific clinical study is used. At step 2123 
the inventive system identifies an investigator based upon the query results and the 
number of beds in an investigator's affiliated hospitals. 

Fig. 21 G is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of 
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the present invention. At step 2124, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes 
information regarding each investigator's insurance provider affiliations. The insurance 
provider affiliation information can be supplied by the investigators or third parties. 
5 At step 2125, information is stored in the database that associates each of the 

insurance providers with one or more disease conditions. At step 2126, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the 
specific disease condition and related insurance providers. At step 2127 the inventive 
10 system identifies an investigator based upon the query results and the investigators 
insurance provider affiliations. 

Fig. 21H is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of 
the present invention. At step 2128, information is stored in the inventive system database 
15 relating to prospective investigators for clinical studies. This information includes 

information regarding each investigator's mandated IRB relationships. For example, an 
investigator may be affiliated with a local IRB or central IRB. The mandated IRB 
relationships information can be supplied by the investigators or third parties. 

At step 2129, information is stored in the database that associates each of the 
20 investigators with IRBs. At step 2131 the inventive system identifies an investigator 
based upon the query results and the investigators mandated IRB relationships. 

Fig. 211 is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with yet a further embodiment of 
the present invention. At step 2132, information is stored in the inventive system database 
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relating to prospective investigators for clinical studies, which includes regulatory agency 
audits that have been performed for each investigator. This information may include 
audits from the FDA, or other audits that are known to those skilled in the art. The audit 
information can be supplied by the investigators or third parties. 
5 At step 2133, information is stored in the database that associates each of the 

regulatory audits with one or more disease conditions. At step 2134, the database is 
queried wherein information representing a selected disease condition associated with the 
specific clinical study is used. The query will result in correspondence between the 
specific disease condition and related audits. At step 2135 the inventive system identifies 

10 an investigator based upon the query results and the agency audits of the investigator. 

Fig. 21 J is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with an additional embodiment of 
the present invention. At step 2136, information is stored in the inventive system database ; 
relating to prospective investigators for clinical studies, which includes the investigator's 

15 PRF affiliations. This information can be supplied by the investigators or third parties. 

At step 2137, information is stored in the database that associates each of the 
investigators with particular PRFs as appropriate. At step 2138, the database is queried. 
At step 2139 the inventive system identifies an investigator based upon the query results 
and the investigator's PRF affiliations. 

20 Fig. 2 IK is a process flow diagram depicting the steps of a method for identifying 

eligible investigators for a clinical study in accordance with yet an additional embodiment 
of the present invention. At step 2140, information is stored in the inventive system 
database relating to prospective investigators for clinical studies. This information 
includes information regarding each investigator's medical equipment, such as is the 
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investigator has a CAT scanner, and EKG machine, etc. The information can be supplied 
by the investigators or third parties. 

At step 2141, information is stored in the database that associates the types of 
equipment that an investigator has with one or more disease conditions. At step 2142, the 
5 database is queried wherein information representing a selected disease condition 

associated with the specific clinical study is used. The query will result in correspondence 
between the specific disease condition and related equipment that an investigator has. At 
step 2143 the inventive system identifies an investigator based upon the query results and 
the investigator's equipment. 

10 Fig. 21L is a process flow diagram depicting the steps of a method for identifying 

eligible investigators for a clinical study in accordance with a further embodiment of the 
present invention. At step 2143', information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes the investigator 
practice setting, which is where the actual clinical study is conducted, and where a subject 

1 5 would most likely go to participate. This information is provided by the investigator. 

At step 2144, information is stored in the database that associates the investigator 
practice setting with one or more disease conditions. At step 2145, the database is queried 
wherein information representing a selected disease condition associated with the specific 
clinical study is used. The query will result in correspondence between the specific 

20 disease condition and related setting information. At step 2146 the inventive system 
identifies an investigator based upon the query results and the investigator's practice 
setting. 

Fig. 21M is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with another embodiment of the 
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present invention. At step 2147, information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes the investigator's 
city and state. This information is provided by the investigator. 

At step 2148, information is stored in the database that associates each of the 

5 investigator's city and state. At step 2149, the database is queried wherein information 
representing a selected disease condition associated with the specific clinical study is 
used. The query will result in correspondence between the specific disease condition and 
the investigator's city and state. At step 2150 the inventive system identifies an 
investigator based upon the query results and the investigator's city and state. 

10 Fig. 2 IN is a process flow diagram depicting the steps of a method for identifying 

eligible investigators for a clinical study in accordance with another embodiment of the 
present invention. At step 2151, information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes the investigator's 
name. This information is provided by the investigator. 

15 At step 21 52, the database is queried wherein information representing a selected 

disease condition associated with the specific clinical study is used. At step 2153 the 
inventive system identifies an investigator based upon the query results and the 
investigator's name. 

Fig. 210 is a process flow diagram depicting the steps of a method for identifying 
20 eligible investigators for a clinical study in accordance with yet another embodiment of 
the present invention. At step 2154, information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes 
information regarding the history of each investigator's laboratory results. The laboratory 
results information can be supplied by the investigators or third parties. 
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At step 2155, information is stored in the database that associates each of the 
laboratory results discussed above with one or more disease conditions. At step 2156, the 
database is queried wherein information representing a selected disease condition 
associated with the specific clinical study is used. The query will result in correspondence 
5 between the specific disease condition and related laboratory results. At step 2157 the 
inventive system identifies an investigator based upon the query results and the 
investigators laboratory results. The determination may vary depending upon the specific 
clinical study, and will be known to those skilled in the art and is within the scope of the 
present invention. 

10 Fig. 2 IP is a process flow diagram depicting the steps of a method for identifying 

eligible investigators for a clinical study in accordance with a further embodiment of the 
present invention. At step 2158 information is stored in the inventive system database 
relating to prospective investigators for clinical studies. This information includes, with 
respect to each hospital with which the investigator is affiliated, the services performed, 

1 5 which may include information regarding whether the hospital performs transplants, 
dialysis, bum units, etc. The information can be supplied by the investigators or third 
parties. 

At step 2159, the services performed are associated with one or more disease 
conditions. At step 2160, the database is queried wherein information representing a 
20 selected disease condition associated with the specific clinical study is used. At step 2161 
the inventive system identifies an investigator based upon the query results and the 
number of beds in an investigator's affiliated hospitals. 

Fig. 21Q is a process flow diagram depicting the steps of a method for identifying 
eligible investigators for a clinical study in accordance with an additional embodiment of 
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the present invention. At step 2162, information is stored in the inventive system database 
relating to prospective investigators for clinical studies, which includes the investigator's 
hospital claim information. This information pertains to claims made by subjects to a 
hospital, which claims include disease condition information and also are associated with 
5 an investigator. Such information can be supplied by the investigators or third parties. 

At step 2163, information is stored in the database that associates each of the 
claims with one or more disease conditions. At step 2164, the database is queried wherein 
information representing a selected disease condition associated with the specific clinical 
study is used. The query will result in correspondence between the specific disease 

10 condition and related claims. At step 2165 the inventive system identifies an investigator 
based upon the query results and the claims. 

The investigator database may also include any combination of, or all of the above 
information related to the investigator. Moreover, the query of the investigator database 
may further include search criteria selected from any, and/or all, and all combinations of 

15 the information stored in the database. Therefore, the query may include any permutation 
of combinations of the information including the investigator's prescription writing 
history, information corresponding to a history of laboratory requests made by the 
investigator, information corresponding to past participation of the investigator in clinical 
studies, information corresponding to the medical specialty of the investigator, 

20 information corresponding to experience of a medical staff of the investigator, information 
corresponding to how many clinical studies have been performed by the investigator, 
information corresponding to hospital affiliations of the investigator, information 
corresponding to insurance provider affiliations of the investigator, information 
corresponding to mandated IRB relationships of the investigator, information 
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corresponding to regulatory agency audits of the investigator, information corresponding 
to PRF affiliations of the investigator, information corresponding to equipment of the 
investigator, information corresponding to the investigator's practice setting, information 
corresponding to the investigator's city and state of practice, and information 
5 corresponding to the investigator's name. 

Investigator Ranking System 
In selecting an investigator for a particular study, in some embodiments, a sponsor 
may employ an investigator ranking system which is a tool to help predict the success of 
an investigator in performing clinical studies. In this embodiment, certain fields of the 

10 investigator database (as discussed in more detail below with reference to Fig. 21) are 

♦ weighted based on one or more algorithms and an investigator is assigned a ranking value. 
Some of the fields of the investigator database that may be used are as follows: reported 
study performance by sponsors; reported study performance by third party sources; 1572 
counts from the FDA; FDA audit lists; hospital affiliation; mandated IRB relationships; 

15 drug prescribing decile for related classes of drugs; aggregate subject demographics of 
disease incidence proximate to investigator location; and self-reported data. The 
weighting algorithm is derived using the investigator's past clinical study experience as a 
basis. The specific weighting algorithm can be used as a tool to predict performance by an 
investigator on studies for drugs in a variety of specialties. 

20 Thus, for example, in one embodiment, the fields selected for weighting are as 

follows: investigator experience (namely, the number of 1572s filed in the last five 
years); the professional certification (namely, if the investigator is board certified, the 
number 1 is assigned and if not, a zero value is assigned); scientific leadership (namely, 
the total number of peer-reviewed publications in the past five years); regulatory criteria 
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(namely, for any FDA audits conducted in the past five years, assigning the number 1 if 
no warning letter was issued, assigning a zero value if no audits were conducted, and 
assigning a -1 if a warning letter was issued); and study coordinator criteria (namely, the 
total number of study coordinators ACRP certified). The value for investigator experience 
5 is weighted by multiplying it by 1; the value for professional certification is weighted by 
multiplying it by 5; the value for the specific leadership is weighted by multiplying it by 
5; the value for the regulatory criteria is weighted by multiplying it by 25; and the value of 
study coordinator criteria is weighted by multiplying it by 5. 

In some embodiments, the inventive system refines these rankings by later analysis 
10 of clinical study results. 

Subject Recruitment 

Fig. 20 is a process flow diagram showing the steps of a method for recruiting a 
person to participate in a clinical study in accordance with one embodiment of the present 
invention. As shown in step 2010 of Fig. 20, a person is presented with one or more web 

1 5 pages sponsored by the inventive system, as discussed above and shown in Figs. 2A and 
2B. The person may be the subject himself or herself or a caregiver of the subject. The 
caregiver may be either the legal guardian of the subject, or a friend or relative or other 
interested person. The web page(s) has a registration form that requests a variety of 
information from the person. For example, the form may ask for the geographic location 

20 of the person, which may include a* specific city in which the person resides and the 

distance the person is willing to travel to participate in a clinical study (with reference to 
Fig. 3). The registration form also may ask for the gender and age of the person, at least 
one disease condition of interest to the person, a medical history of the person and/or 
numerous other factors known to those skilled in the art. The form also may include 
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contact information, such as a relative or friend who may be contacted in an emergency. 
Other registration information will be known to those skilled in the art and are within the 
scope of the present invention. 

Further, the form may inquire as to consent information about the person. This 

5 information includes queries about the person's date of birth. The form may also inquire 
as to whether the person wishes to receive notice of one or more clinical studies and 
permission to send the same. The clinical study information sent may be targeted 
specifically to the person's disease condition of interest, may be targeted to 
pharmaceutical histories, geographic location, etc. 

10 At step 2020 of Fig. 20, the person, or caregiver, completes the registration form 

as presented on the web page(s). The data is submitted to the subject database and stored 
therein as described later with reference to Fig. 24, shown as Tables 2410 and 2420. Once 
the database is populated with the registration information, the person or caregiver is 
automatically registered with the inventive system, as shown in step 2030. 

15 Once the person or caregiver is registered, the inventive system evaluates the 

information provided in the registration form and determines if the person or caregiver 
should receive notice of a clinical study, as shown in step 2040. For example, the 
inventive system asks the person or caregiver to confirm that he or she is legally qualified 
to provide simple consent to add the person's information to the database and to give 

20 permission to receive notices about clinical studies. This determination may be based 
upon information of the person's age, or whether the person or caregiver actually gave 
permission to receive such notices, for example. 

The system also evaluates the information with respect to the person's possible 
selection for a clinical study. For example, the system queries the database based on: a 
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disease condition of interest indicated by the subject; the geographic location of the 
subject; other information from the registration of the subject or a prior questionnaire 
completed by the subject; and the geographic location of the investigator that has been 
selected to perform the clinical study. Other determining factors will be known to those 
5 skilled in the art and are within the scope of the present invention. 

If the system determines that the person does not match the geographic location 
and disease condition of any currently available clinical studies, the inquiry about the 
person ends. In some embodiments, the system asks the person if the system may contact 
the person about future studies that may match the criteria set forth in the registration by 

10 the person. If, so, when a new study is entered, the person may show up as a potentially 
eligible subject, and an e-mail or other notification will be delivered to the person. If, on 
the other hand, the data regarding the person matches data related to a clinical study, the 
system provides the person or caregiver with notification of the clinical study, as shown as 
step 2050. This notification may be by e-mail, telephone or regular mail, as desired by the 

15 person, for example with reference to Fig. 3. 

Once a person is notified of a clinical study that may be of interest, the system 
presents to the person a questionnaire that is specifically associated with the clinical study 
at step 2060. In some embodiments, the person will receive an electronic, mail or other 
notification that a study may match their needs, and the person initiates contact with the 

20 system or with a call center to take the particular pre-screening questionnaire. This 
questionnaire requests information about the person regarding high level 
inclusion/exclusion criteria. The answers given by the person or caregiver to the 
questionnaire are securely stored in the subject database of the system (Fig. 24) at step 
2070. 
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As discussed above, this information is evaluated and the person is pre-screened 
for a clinical study. If the person's responses to the pre-screening indicate that the person 
may be eligible to participate in the study, the person will be given an investigator name 
and address and contact information where the subject can schedule an appointment to 

5 undergo a more detailed screening process to determine whether the person is qualified to 
participate. Should the person not be chosen, the information previously stored in the 
subject database from the questionnaire is evaluated to determine if the person is qualified 
to participate in a different clinical study than that previously matched, as shown in step 
2080. As with the previous determination made, typical queries include whether the 

10 person is within a geographic location (as defined by the person or caregiver) of another 
clinical study and if the person has a disease condition of interest that corresponds with 
another clinical study. Other determining factors will be known to those skilled in the art 
and are within the scope of the present invention. 

If it is determined that the person is qualified to participate in a different clinical 

15 study, the system provides the person with notice of that clinical study, as was discussed 
earlier. If the subject is eligible for two studies, the subject is presented with them both 
simultaneously. 

Push Technology For Enrolling Participants 

As an alternative to a passive method of enrolling investigators, sponsors, and 
20 clinical subjects, push technologies can be used to deliver descriptions of the service and 
to enroll participants. The subject database accommodates this type of data. Using 
suitable methods of privacy protection, information can be emailed to unregistered 
individuals to notify them of the potential to participate in an ongoing study. Similarly, 
location or ease of access may be important in designing or implementing a study. The 
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GPS functionalities built into wireless phones and other communications devices 
combined with the ability to transmit information, such as that provided by Bluetooth 
wireless technology would permit sponsors or investigators to directly contact individuals 
within particular locations. 
5 Selection of Subjects Using Genotype and Phenotype Data 

In addition, the present invention permits more efficient use of genotype as well as 
phenotype data, and other genetic sequencing information, for better selection of 
candidates for clinical studies. Thus, medial practitioners, including but not limited to 
doctors, nurses, blood banks, pharmacists, etc., take blood, tissue scrapings or hair 

10 samples for genetic analysis to determine the presence of various alleles and 

polymorphisms. Such samples are analyzed for the presence of various alleles that might 
correlate or be associated with various diseases. This polymorphism analysis is greatly 
improved by such techniques as the DNA chip. Such chips are manufactured by a number 
of different sources such as Affymetrix, Santa Clara, California. 

15 Alleles that are associated with metabolic polymorphisms can also be identified. 

This is of great importance if differing breakdown rates or even products of the 
investigational compound affect the drug's safety or efficacy. In this manner, a sponsor 
can begin clinical studies on a more homogenous population to simplify the complexities 
of the testing process. Indeed, such a discrete portion of the population can, in some 

20 cases, arguably qualify for special testing parameters, such as that for an Orphan Drug. 
After approval of the product for such subpopulations, testing is continued to obtain 
regulatory approval of the product for the population at large. 

Many forms of disease appear to be genetically linked including, for example, 
early onset breast cancer. In early onset breast cancer, the presence of certain gene 
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sequences such as the BRCA-1 mutation greatly increase the probability that the disease 
will occur. In many cases, the presence of the BRCA-1 mutation does not lead to the 
disease, and the disease also can occur when the BRCA-1 mutation is not present. For a 
product associated with breast cancer, clinical study sponsors may wish to first test their 
5 product on discrete populations - such as those with the BRCA mutation - to determine if 
such a discrete population reacts differently to a product compared to the population at 
large. Most importantly, testing such differing populations can lead to greater safety and 
efficacy in new drug products for the subpopulations tested. Moreover, identification of 
differences in response is important in discovering improved drugs. Alternately, the 
10 product may be designed only for use by a discrete population, such as that with a 
particular disease and a particular genotype. 

In the alternative, the sponsor might wish to garner a more heterogeneous 
population for testing. Moreover, as genomic research advances, regulatory agencies 
might require studies that specifically target a large number of different alleles to obtain 
1 5 market approval for the entire population. 

This ability to pool test subjects, either individually or as parts of large groups 
such as could be assembled by blood banks and laboratory testing companies, permits 
easier marketing of genomic information and stimulates research in this area. The site of 
the present invention has the ability to act as a clearinghouse to match potential sponsors 
20 with groups or individuals that, for example, have particular genotypes and phenotypes. 
Indeed, as the cost of genomic testing goes down, the invention may be a centralized 
location that potential clinical subjects may contact not only for participation in studies, 
but for background genetic tests. As those of ordinary skill in the art will recognize, the 
present invention may include genetic sequence information in any of the databases 
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described herein. Moreover, any of the functionality described herein which is based on 
or operates on disease condition, medical, or treatment information may also be based on 
or operate on genetic sequence information. 

Investigators, persons or other parties supply genetic sequence information for 
5 inclusion in the subject database and/or the TIA database along with other suppliers of 
clinical subjects post the potential clinical subjects that they have identified by location, 
genetic background at particular genetic loci, family history, lifestyle or any other criteria 
and then market access to these subjects to potential sponsors. In this way, the invention 
stimulates the ease of access to unique subject populations. 

10 The invention also permits more efficient marketing of pharmaceutical products 

and post-marketing studies. The invention collects and pools information regarding the 
locations of particular doctors as well as their prescription habits. Such information can 
be used in the design of post-marketing studies as well as determining which doctors 
would be most easily approached to sell different drug formulations. 

15 Building the Investigator Database 

As described earlier, prospective investigators enter data into the Investigator 
Questionnaire (Fig. 7 described above) that includes information regarding the 
investigator's professional background and information about past clinical studies 
performed by that investigator. In other embodiments, known to those skilled in the art, 

20 data relating to the investigator is provided by the investigator not by way of a web site, 
but orally or by off-line written means. 

Specifically focusing on the information regarding past clinical studies, the 
investigator is asked for data relating to the specific types of clinical studies the 
investigator performed in the past, the class of drugs that were tested, the protocol 
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number, what recruiting commitments were made by the investigator in each of the past 
clinical studies, how successful the investigator was in meeting the recruiting 
commitments, how many subjects participated in the study, and of those who began the 
study, how many actually completed the study. This data is stored in the database 2200 as 
5 shown in Fig. 22. For example, the investigator may have committed to recruiting 25 
subjects over a six-month period of time for a particular clinical study. The database will 
thus include information about this commitment and results therefrom, i.e. was the 
investigator successful in meeting this commitment, how many subjects actually 
participated in the study, and of those subjects who began the study, how many actually 
10 completed the study (clinically evaluable subjects). 

The investigator database also includes information regarding the investigator's 
publications in the related medical fields, the number of subjects the investigator treats in 
a given time-frame, any specialties the investigator may have, what board certifications 
the investigator has, what types of equipment are available to the investigator, affiliated 
15 hospitals, the size and expertise ofthe investigator's staff, etc. Other types of data relating 
to the investigator will be known to those skilled in the art and are within the scope ofthe 
present invention. 

Third party information may be used to validate self-reported information 
submitted by an investigator. Such third party information may include data received 
20 from the FDA through the Freedom of Information Act ("FOIA"). In particular, for every 
clinical study performed in the United States an investigator must submit to the FDA a 
Form 1572 or appropriate analog. The non-confidential information of Form 1572 can be 
obtained through FOIA, and includes, for example, the names and addresses of all of the 
investigators who conducted a particular clinical study. The FDA also performs audits on 
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clinical studies, which can result in a Form 483. Again, all non-confidential information 
from the 483 audit can be obtained through FOIA. Validated data also is obtained from 
various other third parties such as entities that collect performance data as a result of the 
conduct of their own businesses. 
5 Fig. 22A through 22K is an exemplary data structure for implementing an 

investigator database 2200. For example, table 2210 includes investigator data related to 
basics such as name, age, address, phone, etc. Table 2220 contains data about a specific 
study performed by the investigator, Table 2230 relates to the investigator's specialties, 
and Table 2240 relates to the investigator's subject population. Shown in Figs. 22C and 

10 22E table 2250 contains data about the investigator's staff. Table 2260 of Fig. 22F 

• contains data regarding the investigator's hospital affiliations. It will be understood by 
those skilled in the art that the investigator database of the present invention could be 
implemented using many different formats or structures, and that the particular structure 
shown in Figs. 22A thorough 22K represents one example of such a data structure. 

15 Example: Use of TIA Database To Assist in Investigator and Subject Selection 

Figs. 22L-P depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection. The example shown relates specifically to 
use of the invention to perform a study related to the disease of angina. Initially, the TIA 
database is queried using angina as the query criterion to identify geographic locations 

20 where the incidence of angina is more prevalent. These areas are identified on a national 
basis in Fig. 22L, and specifically for the Dallas-Fort Worth area in Fig. 22M. It bears 
noting that, within the Dallas-Forth area, the TIA database has further identified an 
incidence value for each sub-region of the Dallas-Fort Worth area. Sites of various 
investigators in Dallas-Fort Worth that are potentially eligible to perform the study are 
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also shown on Fig. 22M. These investigator sites were found by querying the investigator 
database as described above. Fig. 22N shows that there are three eligible investigator sites 
in the Dallas-Fort Worth Area. These three investigator sites are shown as circled stars in 
Fig. 22N. Of the three eligible investigator sites, one of the investigator sites is located in 
5 a sub-region having a higher incidence of angina than is found in the sub-regions of the 
other two eligible investigators. As shown in Fig. 220, the investigator located in the sub- 
region having the highest incidence of angina is next selected to perform the study. 
Following selection of this investigator for the study, subjects closest to the site of the 
selected investigator are identified for screening, as shown in Fig. 22P. 
10 Sponsor Data Access Limitations 

A sponsor who has submitted data for inclusion in the investigator database must 
be afforded appropriate confidentiality protections to ensure their continued competitive 
advantage. Thus, in one embodiment of the present invention, the inventive system 
provides limited access views of such data. This method maintains the confidentiality of 
1 5 clinical study information associated with number of clinical study sponsors. In 

connection with this method, the clinical study information from the sponsors is received 
and stored in a database. Each sponsor is permitted full access to the clinical study 
information submitted by that sponsor and only aggregated access to information 
submitted by other sponsors. The clinical study information includes, in one embodiment, 
20 investigator information, sponsor identification, protocol information, drug indication 
information, drug class information, clinical study enrollment goal information, actual 
clinical study enrollment information, and clinically evaluable subjects information. In 
one embodiment, each sponsor is denied access to the protocol information, drug class 
information and sponsor identification information of other sponsors. 
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Fig. 23 is a screen shot showing sponsor access limitations to study data. 
Aggregated data 2302 can be viewed by all sponsors, whereas data 2304 can only be 
viewed by the sponsor that supplied that data 2304 to the database. Figs. 26 A and 26B 
depicts an exemplary data structure used for implementing the sponsor access limitations 
5 discussed above. 

Multi- Viewer Content Presentation 

The subject site the inventive system includes content such as, e.g. new articles, 
feature stories, drug listings, expert Q&A transcripts, etc., from multiple different sources 
for presentation to potential subjects and other persons visiting the subject site. The 

10 content as provided by the source is provided using verbiage which is highly technical and 
sophisticated. However, the content is transformed and presented to visitors of the subject 
site in a manner which is lay-accessible. Similarly, content which is collected from 
various sources for presentation on the professional site is transformed and presented in a 
manner which is appropriate for individuals accessing the professional site, such as 

1 5 investigators and sponsors. 

Certifica tion of Inves tigators 

The professional site may include, in some embodiments, a toolkit presented to 
investigators which includes training materials for investigators, including training 
regarding appropriate practices for clinical research on humans. Continuing medical 
20 education credits may be awarded to investigators completing a specified amount of 
training. 

Permission Based Electronic Mail Marketing 

The systems and methods of the present invention can be utilized for the marketing 
of FDA approved new drugs and devices. Fig. 27 is a flow diagram of a method for 
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performing permission-based electronic mail marketing to consumers, in accordance with 
the present invention. In steps 2710-2720, one or more web pages are presented that allow 
a person to register with the subject database by submitting registration and permission 
information to the database. The registration information includes name information and 
5 contact information and the permission information indicates whether the person wishes to 
receive notice of one or more clinical studies. In step 2730, the person is automatically 
registered with the database upon receipt of the registration and permission information. 
In step 2740, permission is obtained to send marketing information concerning drugs, 
medical devices or medical therapies to the person. The database is added to in step 2750 
10 by repeating the above steps for a plurality of persons. Next, in step 2760 a list is 

• generated for use in marketing drugs, medical devices and medical therapies to subjects 
by querying the database using criteria associated with the drugs, medical devices and 
medical therapies. Optionally, the system also automatically determines, in accordance 
with the registration and permission information, whether to provide the person with 
1 5 notice of a clinical study associated with a disease condition of interest to the person. 

Optimisation of Recmitinff Methodology 
As the inventive system collects an ever-increasing amount of data regarding 
clinical investigators (and, in particular, the best performing clinical investigators), highly 
effective methods of recruiting clinical study subjects, who are clinically evaluable, may 
20 be identified by studying the methods employed by the best performing clinical 

investigators. Thus, the inventive system will allow for the identification of the clinical 
investigator recruiting techniques that result in the highest enrollment rates and number of 
clinically evaluable subjects. 
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Similarly, as the inventive system collects an ever-increasing amount of data 
regarding clinical subjects (and, in particular, those who become evaluable), highly 
effective methods of recruiting subjects, who are most likely to become evaluable, may be 
identified. Thus, the inventive system will allow for the identification of the clinical 
5 subject recruiting techniques that result in the highest enrollment rates and number of 
clinically evaluable subjects. 

Remaining Database Structures 

10 Figs. 24A through 24E depict an exemplary data structure for implementing a 

subject database 2400. Again, it will be understood by those skilled in the art that the 
subject database of the present invention could be implemented using many different 
formats or structures, and that the particular structure shown in Figs. 24 A through 24E 
represents one example of such a data structure. In addition to storing information 

15 inputted by the subject as discussed with reference to Figs. 2 through 6, database 2400 
may store the criteria used by a potential clinical subject to search for a particular clinical 
study. The search criteria selected may be used to provide additional insight into the 
tendencies and/or interests of a potential clinical subject. 

Fig. 25 depicts an exemplary data structure for implementing a study database 2500. 
20 Again, it will be understood by those skilled in the art that the subject database of the 
present invention could be implemented using many different formats or structures, and 
that the particular structure shown in Fig. 25 represents one example of such a data 
structure. 

While the description herein refers to the information existing in multiple 
25 databases, those of ordinary skill in the art will recognize and understand that all such 
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information could be stored in a single database or n several databases structured 
differently than those described herein. 

It will be appreciated by those skilled in the art that changes could be made to the 
embodiments described above without departing from the broad inventive concept thereof. 
It is understood, therefore, that this invention is not limited to the particular embodiments 
disclosed, but is intended to cover modifications within the spirit and scope of the present 
invention as defined in the appended claims. 
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What is claimed is: 

1 . A method for recruiting a person to participate as a subject in a clinical study, 
comprising the steps of: 

(a) presenting one or more web pages that allow the person or a caregiver 
5 associated with the person to register with a database by submitting registration 
information to the database, wherein the registration information includes at least a 
geographic location of the person, at least one disease condition of interest to the person, 
contact information, and permission information indicating whether the person or 
caregiver wishes to receive notice of one or more clinical studies; 
10 (b) automatically registering the person or caregiver with the database upon receipt 

of the registration and permission information; 

(c) after step (b), automatically determining, in accordance with the permission 
information and the registration information, whether to provide the person or caregiver 
with notice of a given clinical study associated with a disease condition of interest to the 

15 person; and 

(d) providing the person or caregiver notice of the given clinical study only if a 
determination is made in step (c) to provide such notice. 

2. The method of claim 1, further comprising the steps of: 

20 (e) automatically presenting a questionnaire associated with the given clinical 

study to the person or caregiver after step (d); and 

(f) storing answers submitted by the person or caregiver in the database. 

3. The method of claim 2, further comprising the step of : 
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(g) accessing the infoimation stored along with other information in the database 
to determine whether the person qualifies to participate as a subject in a clinical study 
different from the given clinical study after step (f). 

5 4. The method of claim 1 , wherein the questionnaire includes criteria specified by a 

sponsor of the clinical study for determining whether the person is an eligible subject for 
the given clinical study. 

5. The method of claim 1, wherein steps (a) and (b) are performed during a registration 
1 0 visit by the person or caregiver to a web site associated with the one or more web pages, 

and step (d) includes notifying the person or caregiver of the given clinical study during a 
current or subsequent visit of the person or caregiver to the web site. 

6. The method of claim 5, wherein step (d) further includes providing a fisting of 

1 5 information associated with the given clinical study in a personal library associated with 
the person or caregiver on the web site. 

7. The method of claim 1, wherein the notice provided in step (d) is sent by electronic 
mail from a web site associated with the one or more web pages to an e-mail address of 

20 the person or caregiver. 

8. The method of claim 1 , wherein the notice provided in step (d) is sent by regular mail 
to the person or caregiver. 
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9. The method of claim 1 , wherein the notice provided in step (d) is communicated by 
telephone to the person or caregiver. 

10. The method of claim 1, wherein a determination is made to provide the person or 
caregiver with the notice in step (c) in accordance with a geographic location of the given 
clinical study. 

1 1 . The method of claim 1 , wherein in step (c) a determination is made not to provide the 
person or caregiver with notice of the given clinical study. 

12. The method of claim 1, wherein in step (a) the registration information includes a user 
id, at password, electronic mail address or telephone number, zip code, first name or 
preferred name, gender, date of birth, whether the person is interested in clinical study 
information, new medical therapies, or participating in clinical studies. 

13. The method of claim 1, wherein a determination is made to provide the person or 
caregiver with the notice in step (c) in accordance with a geographic location of an 
investigator associated with the study. 



20 14. The method of claim 2, wherein the answers submitted by the person or caregiver are 
provided by telephone, regular mail, facsimile, and other off-line sources. 



15 
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15. The method of claim 1, wherein the step of automatically determining further 
includes reference to genetic sequence information associated with a person registered in 
the database. 

5 16. A method for identifying subjects eligible to participate in a clinical study, 

comprising the steps of: 

(a) accessing a computer database that stores information about a plurality of 

persons; 

wherein for each of said plurality listed in the database, the database includes a 
10 geographic location of the person, an age and a gender of the person, and disease 
conditions of interest to the person; 

(b) submitting a query to the database, wherein the query includes criteria that 
reflect eligibility characteristics for persons suitable for participation as subjects in the 
clinical study; and 

1 5 (c) identifying de-identified data records of persons likely to be subjects eligible 

for the clinical study based on the query. 

17. The method of claim 16, further comprising the steps of: 

(d) evaluating a feasibility of the clinical study based on the result of step (c); 
20 (e) exploring the feasibility of the clinical study by modifying the criteria and 

repeating steps (b)-(d) using the modified criteria. 

18. The method of claim 16 or 17, wherein step (b) includes querying a therapeutic 
incidence area database. 
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19. The method of claim 16 or 17, wherein step (b) includes querying an investigator 
database. 

20. The method of claim 16 or 17, wherein the accessed information was submitted by e- 
mail, regular mail, and personally. 

21. The method of claim 16 or 17, wherein the database includes a user id, a password, 
electronic mail address or telephone number, zip code, first name or preferred name, 
whether the person is interested in clinical study information, whether the user is 
interested in new medical therapies, and whether the person is interested in participating 
in clinical studies. 

22. The method of claim 16 or 17, wherein the criteria that reflect eligibility 
characteristics include medications taken by the person, the person's geographic location, 
disease conditions experienced by the person, and a geographic location of an investigator 
associated with the clinical study. 

23. The method of claim 16 or 17, wherein the database is accessed by a user through a 
web site, wherein there is a first firewall between the web site and the user and a second 
firewall between the web site and the database. 

24. The method of claim 16 or 17, wherein the database includes genetic sequence 
information for each of said plurality listed in the database. 
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25. The method of claim 16 or 17, wherein the criteria that reflect eligibility 
characteristics include inclusion/exclusion criteria for the clinical study. 

5 26. An integrated on-line interactive forum that promotes exchange of information among 
clinical study sponsors, clinical study investigators, and potential clinical study subjects, 
comprising: 

(a) an investigator database that contains information suitable for identification of 
qualified investigators for clinical studies sponsored by the sponsors; 
10 (b) a subject database that contains information suitable for identification of 

eligible subjects for clinical studies sponsored by the sponsors; and 

(c) an extranet coupled to the investigator database and the subject database that 
allows sponsors and investigators to securely exchange documents required to launch a 
clinical study. 

15 

27. The forum of claim 26, further comprising one or more web pages that provide 
information describing clinical studies to potential clinical study subjects and permit 
potential clinical study subjects to register for inclusion in the subject database. 

20 28. The forum of claim 26 or 27, wherein privacy is protected by denying sponsors access 
to identifying information stored in the subject database. 

29. The forum of claim 28, wherein the identifying information is provided to the 
qualified investigators for potential subjects in a clinical study. 
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30. The forum of claim 26 or 27, wherein a web server is used for identifying potential 
subjects for clinical studies. 

5 31. The forum of claim 26 or 27, wherein a web server is used for identifying qualified 
investigators for clinical studies. 

32. The forum of claim 26 or 27 further including a therapeutic incidence area database. 

10 33. The forum of claim of 27 wherein the extranet and the one or more web pages are 
•accessed using different URLs. 

34. The forum of claim 26 further comprising a website coupled to the extranet that 
includes content available online for training clinical study investigators. 

15 

35. The forum of claim 27 further comprising a website coupled to the extranet that 
includes content available from online for training clinical study investigators. 

36. The forum of claim 26 further comprising a link from the subject database to an 
20 electronic data capture company. 

37. The forum of claim 27 further comprising a link from the subject database to an 
electronic data capture company. 
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38. The forum of claim 26 or 27 further comprising a link to the subject database from an 
electronic medical records company. 

39. The forum of claim 26 or 27 further comprising a study listing database. 

5 

40. A method for identifying a qualified investigator to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores a geographic location of each of a 
plurality of investigators; wherein the database also stores an incidence or a prevalence of 

10 each of a plurality of disease conditions in each of a plurality of different geographic 
locations; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the clinical study; and 

wherein the qualified investigator is identified from the database based on the 
1 5 query and in accordance with the incidence or prevalence of the selected disease condition 
in the geographic location of the qualified investigator. 

41. A method for identifying a qualified investigator to perform a clinical study, 

comprising the steps of: 
20 (a) accessing a computer database that stores a geographic location of each of a 

plurality of investigators; wherein the database also stores a geographic location of 

subjects for the study; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the clinical study; and 
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wherein the qualified investigator is identified from the database based on the query and 
in accordance with the geographic location of subjects for the study. 

42. The method of claim 41 wherein the database also stores an incidence or a prevalence 
5 of each of a plurality of disease conditions in each of a plurality of different geographic 

locations; and wherein the qualified investigator is identified from the database also based 
on the incidence or prevalence of the selected disease condition in the geographic location 
of the qualified investigator. 

43. A method for identifying investigators qualified to perform a clinical study, 
10 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to the prescription writing history of the investigator 
15 with respect to a plurality of medications; and 

wherein the database also stores information that associates each of the 
medications with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

20 wherein a given investigator is identified from the database based on the query and 

in accordance with the given investigator's prescription writing history. 

44. The method of claim 43 wherein the prescription writing history of the investigator is 
provided by the investigator to the database. 
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45 . The method of claim 43 wherein the prescription writing history of the investigator is 
provided by a party other than the investigator to the data. 

5 46. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
10 includes information corresponding to a history of laboratory procedure requests 
made by the investigator; and 

wherein the database also stores information that associates each of the historical 
laboratory procedure requests with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
15 representing a selected disease condition associated with the study; and 

wherein a given investigator is identified from the database based on the query and in 
accordance with the given investigators historical laboratory request information. 

47. The method of claim 46 wherein the investigator's historical laboratory procedure 
20 results are provided by the investigator to the database. 

48. The method of claim 46 wherein the investigator's historical laboratory procedure 
results are provided by a party other the investigator to the database. 
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49. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

5 wherein a data record is stored for each investigator listed in the database and 

includes information corresponding to past participation of the investigator in clinical 
studies; 

(b) submitting a query to the database, wherein the query includes criteria 
corresponding to past clinical study experience suitable to qualify investigators for 

10 participating in a clinical study; and 

(c) identifying qualified investigators from the database based on the query. 

50. The method of claim 49 wherein the past participation of the investigator is provided 
by the investigator to the database. 

15 

5 1 . The method of claim 49 wherein the past participation of the investigator is provided 
by a party other the investigator to the database. 

52. A method for identifying investigators qualified to perform a clinical study, 
20 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to a medical specialty of the investigator; and 
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wherein the database also stores information that associates the medical specialty 
with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 
5 wherein a qualified investigator is identified from the database based on the query 

and in accordance with the given investigator's medical specialty. 

53. The method of claim 52 wherein the investigator's medical specialty information is 
provided by the investigator to the database. 

10 

54. The method of claim 52 wherein the investigator's medical specialty is provided by a 
party other the investigator to the database. 

55. A method for identifying investigators qualified to perform a clinical study, 
1 5 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to experience of a medical staff of the investigator; 
20 and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 
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wherein a qualified investigator is identified from the database based on the query 
and in accordance with the experience of the medical staff of the qualified investigators 
medical specialty. 

5 56. The method of claim 55 wherein the information regarding experience of the 

investigator's medical staff information is provided by the investigator to the database. 



57. The method of claim 55 wherein the information regarding experience of the 
investigator's medical staff information is provided by a party other the investigator to the 

10 database. 

58. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
15 investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to how many clinical studies have been performed by 
the investigator; 

(b) submitting a query to the database, wherein the query includes information 
20 representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with how many clinical studies have been performed by the qualified 
investigator. 
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59. The method of claim 58 wherein the information corresponding to how many clinical 
studies have been performed by the investigator is provided by the investigator to the 
database. 

5 60. The method of claim 59 wherein the information corresponding to how many clinical 
studies have been performed by the investigator is provided by a party other the 
investigator to the database. 

61. A method for identifying investigators qualified to perform a clinical study, 

1 0 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to hospital affiliations of the investigator; and 
15 (b) submitting a query to the database, wherein the query includes information 

representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with the qualified investigator's hospital affiliations. 

20 62. The method of claim 61 wherein the investigator's hospital affiliations information is 
provided by the investigator to the database. 

63. The method of claim 61 wherein the investigator's hospital affiliations is provided by 
a party other the investigator to the database. 
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64. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
5 investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to a number of beds in hospital affiliations of the 
investigator; and 

(b) submitting a query to the database, wherein the query includes information 
10 representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with the number of beds in hospital affiliation of the qualified 
investigator. 

15 65. The method of claim 64 wherein the number of beds in hospital affiliations of the 
investigator is provided by the investigator to the database. 

66. The method of claim 64 wherein the number of beds in hospital affiliations of the 
investigator is provided by a party other the investigator to the database. 

20 

67. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 
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wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to insurance provider affiliations of the investigator; 
and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with the insurance provider affiliations of the qualified investigator. 

68. The method of claim 67 wherein the insurance provider affiliations of the investigator 
is provided by the investigator to the database. 

69. The method of claim 67 wherein the insurance provider affiliations of the investigator 
is provided by a party other the investigator to the database. 

70. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to mandated 1KB relationships of the investigator; and 

wherein the database also stores information that associates the mandated 1KB 
relationships with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 
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wherein a qualified investigator is identified from the database based on the query 
and in accordance with the mandated IRB relationships of qualified investigator. 

71. The method of claim 70 wherein the mandated IRB relationships of the investigator is 
5 provided by the investigator to the database. 

72. The method of claim 70 wherein the mandated IRB relationship of the investigator is 
provided by a party other the investigator to the database. 

10 73. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

wherein a data record is stored for each investigator listed in the database and 
15 includes information corresponding to regulatory agency audits of the investigator; and 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with the regulatory agency audits information of the qualified 
20 investigator. 

74. The method of claim 73 wherein the information corresponding to regulatory agency 
audits of the investigator is provided by the investigator to the database. 

83 

SUBSTITUTE SHEET (RULE 26) 

BNSDOCID: <WO 0155942A1JA> 



WO 01/055942 PCT/USO 1/02936 

75. The method of claim 73 wherein the information corresponding to regulatory agency 
audits of the investigator is provided by a party other the investigator to the database. 

76. A method for identifying investigators qualified to perform a clinical study, 
5 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to PRF affiliations of the investigator; and 
10 wherein the database also stores information that associates the PRF affiliations 

with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
15 and in accordance with the qualified investigator's PRF affiliations. 

77. The method of claim 76 wherein the investigator's PRF affiliations information is 
provided by the investigator to the database. 

20 78. The method of claim 76 wherein the investigator's PRF affiliation information is 
provided by a party other the investigator to the database. 

79. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 
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(a) accessing a computer database that stores information on a plurality of 
investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to equipment of the investigator; and 
5 wherein the database also stores information that associates the equipment of the 

investigator with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
1 0 and in accordance with the equipment of the qualified investigator. 

80. The method of claim 79 wherein the investigator's equipment information is provided 
by the investigator to the database. 

15 81. The method of claim 79 wherein the investigator's equipment information is provided 
by a party other the investigator to the database. 

82. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 
20 (a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to the investigator's practice setting; and 
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(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
and in accordance with the qualified investigators practice setting. 

5 

83. The method of claim 82 wherein the investigator's practice setting information is 
provided by the investigator to the database. 

84. A method for identifying investigators qualified to perform a clinical study, 
1 0 comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to the investigator's city and state of practice; and 
15 wherein the database also stores information that associates the investigator's city 

and state of practice information with one or more disease conditions; 

(b) submitting a query, to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
20 and in accordance with the qualified investigator's city and state of practice information. 

85. The method of claim 84 wherein the investigator's city and state of practice 
information is provided by the investigator to the database. 
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86. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

5 wherein a data record is stored for each investigator listed in the database and 

includes information corresponding to the investigator's name; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
10 and in accordance with the qualified investigator's name. 

87. The method of claim 86 wherein the investigator's medical specialty information is 
provided by the investigator to the database. 

15 88. The method of claims 43, 44, or 45 wherein the query further includes search criteria 
selected from the group consisting of, information corresponding to a history of laboratory 
requests made by the investigator, information corresponding to past participation of the 
investigator in clinical studies, information corresponding to the medical specialty of the 
investigator, information corresponding to experience of a medical staff of the 

20 investigator, information corresponding to how many clinical studies have been performed 
by the investigator, information corresponding to hospital affiliations of the investigator, 
information corresponding to insurance provider affiliations of the investigator, 
information corresponding to mandated IRB relationships of the investigator, information 
corresponding to regulatory agency audits of the investigator, information corresponding 
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to PRF affiliations of the investigator, information corresponding to equipment of the 
investigator, information corresponding to the investigator's practice setting, information 
corresponding to the investigator's city and state of practice, investigator information 
corresponding to services performed at the investigator hospital affiliates, information 
5 corresponding to investigator laboratory results, information corresponding to the 
geographic location of subjects of the investigators, information corresponding to the 
incidence or prevalence of each of a plurality of disease conditions in each of a plurality 
of types at geographic locations, and information corresponding to claims and information 
corresponding to the investigator's name. 

10 

•89. The method of claims 46, 47, or 48 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to past participation 
of the investigator in clinical studies, information corresponding to the medical specialty 
15 of the investigator, information corresponding to experience of a medical staff of the 

investigator, information corresponding to how many clinical studies have been performed 
by the investigator, information corresponding to hospital affiliations of the investigator, 
information corresponding to insurance provider affiliations of the investigator, 
information corresponding to mandated IRB relationships of the investigator, information 
20 corresponding to regulatory agency audits of the investigator, information corresponding 
to PRF affiliations of the investigator, information corresponding to equipment of the 
investigator, information corresponding to the investigator's practice setting, information 
corresponding to the investigator's city and state of practice, investigator information 
corresponding to services performed at the investigator hospital affiliates, information 
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corresponding to investigator laboratory results, information corresponding to the 
geographic location of subjects of the investigators, information corresponding to the 
incidence or prevalence of each of a plurality of disease conditions in each of a plurality 
of types at geographic locations, and information corresponding to claims and information 
5 corresponding to the investigator's name. 

90. The method of claims 49, 50, or 51 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, infomiation corresponding to a history of 

10 laboratory requests made by the investigator, information corresponding to the medical 

specialty of the investigator, information corresponding to experience of a medical staff of 
the investigator, information corresponding to how many clinical studies have been 
performed by the investigator, information corresponding to hospital affiliations of the 
investigator, information corresponding to insurance provider affiliations of the 

15 investigator, information corresponding to mandated IRB relationships of the investigator, 
information corresponding to regulatory agency audits of the investigator, information 
corresponding to PRF affiliations of the investigator, information corresponding to 
equipment of the investigator, information corresponding to the investigator's practice 
setting, information corresponding to the investigator's city and state of practice, 

20 investigator information corresponding to services performed at the investigator hospital 
affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in 
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each of a plurality of types at geographic locations, and information corresponding to 
claims and information corresponding to the investigator's name. 

91 . The method of claims 52, 53, or 54 wherein the query further includes search criteria 
5 selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to how many 
10 clinical studies have been performed by the investigator, information corresponding to 
hospital affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated 1KB relationships 
of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
1 5 corresponding to equipment of the investigator, information corresponding to the 

investigator's practice setting, information corresponding to the investigator's city and 
state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
20 investigators, information corresponding to the incidence or prevalence of each of a 

plurality of disease conditions in each of aplurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
name. 



90 



BNSDOCID- <WO 0155942A1_IA> 



SUBSTITUTE SHEET (RULE 26) 



WO 01/055942 



PCT/US01/02936 



92. The method of claims 55, 56, or 57 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 

5 participation of the investigator in clinical studies, information corresponding to 

experience of a medical staff of the investigator, information corresponding to how many 
clinical studies have been performed by the investigator, information corresponding to 
hospital affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated IRB relationships 

10 of the investigator, information corresponding to regulatory agency audits of the 

investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and 
state of practice, investigator information corresponding to services performed at the 

15 investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 

20 name. 

93. The method of claims 58, 59, or 60 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
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laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to hospital affiliations of 
5 the investigator, information corresponding to insurance provider affiliations of the 

investigator, information corresponding to mandated IRB relationships of the investigator, 
information corresponding to regulatory agency audits of the investigator, information 
corresponding to PRF affiliations of the investigator, information corresponding to 
equipment of the investigator, information corresponding to the investigator's practice 
1 0 setting, information corresponding to the investigator's city and state of practice, 

investigator information corresponding to services performed at the investigator hospital 
affiliates, information corresponding to investigator laboratory results, information 
corresponding to the geographic location of subjects of the investigators, information 
corresponding to the incidence or prevalence of each of a plurality of disease conditions in 
1 5 each of a plurality of types at geographic locations, and information corresponding to 
claims and information corresponding to the investigator's name. 



94. The method of claims 61, 62, or 63 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
20 with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
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studies have been performed by the investigator, information corresponding to insurance 
provider affiliations of the investigator, information corresponding to mandated IRB 
relationships of the investigator, information corresponding to regulatory agency audits of 
the investigator, information corresponding to PRF affiliations of the investigator, 
5 information corresponding to equipment of the investigator, information corresponding to 
the investigator's practice setting, information corresponding to the investigator's city and 
state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
10 investigators, information corresponding to the incidence or prevalence of each of a 

plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
name. 

15 95. The method of claims 64, 65, or 66 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 

20 experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated IRB relationships 
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of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, information corresponding to the investigator's city and 

5 state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 

10 information corresponding to claims and information corresponding to the investigator's 
name. 

96. The method of claims 67, 68, or 69 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
15 with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
20 studies have been performed by the investigator, information corresponding to hospital 

affiliations of the investigator, information corresponding to mandated 1KB relationships 
of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the 
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investigator's practice setting, information corresponding to the investigator's city and 
state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
5 investigators, information corresponding to the incidence or prevalence of each of a 

plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
name. 



10 97. The method of claims 70, 71, or 72 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 

15 experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to regulatory agency audits of 

20 the investigator, information corresponding to PRF affiliations of the investigator, 

information corresponding to equipment of the investigator, information corresponding to 
the investigator's practice setting, information corresponding to the investigator's city and 
state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
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results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
5 name. 

98. The method of claims 73, 74, or 75 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
1 0 laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
1 5 affiliations of the investigator, information corresponding to insurance provider 

affiliations of the investigator, information corresponding to mandated IRB relationships 
of the investigator, information corresponding to PRF affiliations of the investigator, 
information corresponding to equipment of the investigator, information corresponding to 
the investigator's practice setting, information corresponding to the investigator's city and 
20 state of practice, investigator information corresponding to services performed at the 
investigator hospital affiliates, information corresponding to investigator laboratory 
results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
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information corresponding to claims and information corresponding to the investigator's 
name. 

99. The method of claims 76, 77, or 78 wherein the query further includes search criteria 
5 selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 

10 of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
.affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated IRB relationships 
of the investigator, information corresponding to regulatory agency audits of the 

15 investigator, information corresponding to equipment of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 

20 investigators, information corresponding to the incidence or prevalence of each of a 

plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
name. 
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100. The method of claims 79, 80, or 81 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 

5 participation of the investigator in clinical studies, information corresponding to 

experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 

1 0 affiliations of the investigator, information corresponding to mandated TRB relationships 
of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to the investigator's practice setting, information corresponding to the 
investigator's city and state of practice, investigator information corresponding to services 

1 5 performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 

20 name. 

101. The method of claims 82 or 83 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
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laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
5 studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated IRB relationships 
of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 

10 corresponding to equipment of the investigator, information corresponding to the 

investigator's city and state of practice, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 

15 plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims and information corresponding to the investigator's 
name. 

102. The method of claims 84 or 85 wherein the query further includes search criteria 
20 selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
participation of the investigator in clinical studies, information corresponding to 
experience of a medical staff of the investigator, information corresponding to experience 
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of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 
affiliations of the investigator, information corresponding to mandated IRB relationships 

5 of the investigator, information corresponding to regulatory agency audits of the 

investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the 
investigator's practice setting, investigator information corresponding to services 
performed at the investigator hospital affiliates, information corresponding to investigator 

10 laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
information corresponding to claims 
and information corresponding to the investigator's name. 

15 

103. The method of claims 86 or 87 wherein the query further includes search criteria 
selected from the group consisting of the prescription writing history of the investigator 
with respect to a plurality of medications, information corresponding to a history of 
laboratory requests made by the investigator, information corresponding to past 
20 participation of the investigator in clinical studies, information corresponding to 

experience of a medical staff of the investigator, information corresponding to experience 
of a medical staff of the investigator, information corresponding to how many clinical 
studies have been performed by the investigator, information corresponding to hospital 
affiliations of the investigator, information corresponding to insurance provider 
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affiliations of the investigator, information corresponding to mandated IRB relationships 
of the investigator, information corresponding to regulatory agency audits of the 
investigator, information corresponding to PRF affiliations of the investigator, information 
corresponding to equipment of the investigator, information corresponding to the 
5 investigator's practice setting, investigator information corresponding to services 

performed at the investigator hospital affiliates, information corresponding to investigator 
laboratory results, information corresponding to the geographic location of subjects of the 
investigators, information corresponding to the incidence or prevalence of each of a 
plurality of disease conditions in each of a plurality of types at geographic locations, and 
10 information corresponding to claims 

and information corresponding to the investigator's city and state of practice. 

104. A method for developing a permission based online database, comprising the steps 
of: 

15 (a) presenting one or more web pages that allow a person to register with a 

database by submitting registration information to the database, wherein the registration 
information includes name information and contact information and permission 
information indicating whether the person wishes to receive notice of one or more clinical 
studies; 

20 (b) automatically registering the person with the database upon receipt of the 

registration and permission information; 

(c) obtaining permission from the person to send information regarding drugs, 
medical devices or medical therapies; 

(d) building the database by repeating steps (a) through (c); and 
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(e) generating a list for use in marketing drugs, medical devices and medical 
therapies to persons by querying the database using criteria associated with the drugs, 
medical devices or medical therapies. 

105. The method of claim 104, further comprising the steps of: 

5 (f) automatically determining, in accordance with the registration and permission 

information, whether to provide the person with notice of a clinical study associated with 
a disease condition of interest to the person; 

(g) automatically presenting a questionnaire associated with the given clinical 
study to the person; and 

10 (h) storing answers submitted by the person in the database. 

106. The method of claim 104, further comprising the step of sending information to 
persons on the list regarding a drug, medical device and medical therapy. 

15 1 07. A method of maintaining the confidentiality of clinical study information associated 
with each of a plurality of clinical study sponsors, comprising the steps of: 

(a) receiving said clinical study information from said plurality of clinical study 
sponsors; and 

(b) storing said clinical study information in a database; 

20 wherein each sponsor is permitted full access to said clinical study information 

submitted by that sponsor and only aggregated access to information submitted by other 
sponsors. 

108. The method of claim 107 wherein said clinical study information comprises at least 
one of investigator information, sponsor identification, protocol information, drug 
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indication information, drug class information, clinical study enrollment goal information, 
actual clinical study enrollment information, and clinically evaluable subjects information. 

109. The method of claim 108 wherein each sponsor is denied access to said protocol 
information, said drug class information and said sponsor identification information of 

5 other sponsors. 

1 10. A method for ranking a clinical investigator, comprising the steps of: 

(a) selecting at least two ranking criteria from the group consisting of investigator 
experience, professional certification, scientific leadership, regulatory audits and study 
coordinator experience; and 
10 (b) determining the ranking for the clinical investigator by generating a composite 

ranking score from the at least two ranking criteria. 

1 1 1 . A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
15 investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to a history of laboratory results of the investigator; 
and 

wherein the database also stores information that associates each of the laboratory 
20 results with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a given investigator is identified from the database based on the query and in 
accordance with the given investigator's historical laboratory results information. 
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1 12. The method of claim 1 1 1 wherein the history of laboratory results of the investigator 
is provided by the investigator to the database. 

5 1 13. The method of claim 1 1 1 wherein the history of laboratory results of the investigator 
is provided by a party other than the investigator to the database. 

1 14. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 
10 (a) accessing a computer database that stores information on a plurality of 

investigators; 

wherein a data record is stored for each investigator listed in the database and 
includes information corresponding to services performed in hospital affiliations of the 
investigator; and 

15 wherein the database also stores information that associates the services performed 

in hospital affiliations with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

wherein a qualified investigator is identified from the database based on the query 
20 and in accordance with the services performed in hospital affiliations of the qualified 
investigator. 

115. The method of claim 114 wherein the services performed in hospital affiliations of 
the investigator is provided by the investigator to the database. 
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116. The method of claim 114 wherein the services performed in hospital affiliations of 
the investigator is provided by a party other than the investigator to the database. 

5 1 17. A method for identifying investigators qualified to perform a clinical study, 
comprising the steps of: 

(a) accessing a computer database that stores information on a plurality of 
investigators; 

wherein a data record is stored for each investigator listed in the database and 
10 includes information corresponding to claims information of the investigator; and 

wherein the database also stores information that associates the claims information 
with one or more disease conditions; 

(b) submitting a query to the database, wherein the query includes information 
representing a selected disease condition associated with the study; and 

15 wherein a qualified investigator is identified from the database based on the query 

and in accordance with the claims information. 

118. The method of claim 117 wherein the claims information of the investigator is 
provided by the investigator to the database. 

20 

119. The method of claim 117 wherein the claims information of the investigator is 
provided by a party other than the investigator to the database. 
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120. The method of claim 107 wherein the aggregated access provides a lesser degree of 
detail of said information. 
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EMAIL: CHAR(18) 
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CREATE_BY: CHAR(18) 
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HMS_HOSP_ID: VARCHAR2(9) 
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DEPT.NAME: VARCHAR2(50) 
BRANCH_NAME: VARCHAR2(50) 
ADDRESS J: VARCHAR2(75) 
ADDRESS_2: VARCHAR2(75) 
CITY: VARCHAR2(25) 
STATE: VARCHAR2(2) 
ZIP_CODE: VARCHAR2(6) 
ZIP_CODE_4: VARCHAR2(4) 
PHONE_NBR: VARCHAR2(13) 
CEO: VARCHAR2(50) 
FIPS5: VARCHAR2(10) 
COUNTY: VARCHAR2(50) 
MSANUM: VARCHAR2(12) 
MSANAME: VARCHAR2(50) 
CENSUS JD: VARCHAR2(20) 
X_LONGITUDE: CHAR(18) 
YJ-ATITUDE: CHAR(18) 
SRVC_CD: VARCHAR2(5) 
CTRL_CD: VARCHAR2(5) 
LOS_CD: VARCHAR2(5) 
UNVHSPTLJND: VARCHAR2(1) 
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PSYC.BEDS: NUMBER(9) 
BURN.BEDS: NUMBER(9) 
ALCH_BEDS: NUMBER(9) 
REHB.BEDS: NUMBER(9) 
OTHR.BEDS: NUMBER(9) 
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AIDS_SVCS: VARCHAR2(1) 
ANSTH_SVCS: VARCHAR2(1) 
ANGPLSTY_SVCS: VARCHAR(1) 
BLOODBNK_SVCS: VARCHAR(1) 
BMTRNSPL_SVCS: VARCHAR2(1) 
BURNCTR_SVCS: VARCHAR2(1) 
CRDCTH_SVCS: VARCHAR2(1) 
CVSRGY_SVCS: VARCHAR2(1) 
CHIRO_SVCS: VARCHAR2(1) 
CLPSY.SVCS: VARCHAR2(1) 
CT_SVCS: VARCHAR2(1) 
DENTL_SVCS: VARCHAR2(1) 
ULTRSND_SVCS: VARCHA2R(1) 
DIETRTY_SVCS: VARCHAR2(1) 
ECARD_SVCS: VARCHAR2(1) 
ECONV.SVCS: VARCHAR2(1) 
EMRGCY_SVCS: VARCHAR2(1) 
ESWL_SVCS: VARCHAR2(1) 
LABAN_SVCS: VARCHAR2(1) 
HEART_SVCS: VARCHAR2(1) 
HRTLUNG_SVCS: VARCHAR2(1) 
HEMDIAL_SVCS: VARCHAR2(1) 
HOMCRE_SVCS: VARCHAR2(1) 
HOSPCE_SVCS: VARCHAR2(1) 
CCU_SVCS: VARCHAR2(1) 
ICU_SVCS: VARCHAR2(1) 
KIDNEY_SVCS: VARCHAR2(1) 
LABCLNC_SVCS: VARCHAR2(1) 
LIVER_SVCS: VARCHAR2(1) 
LUNG_SVCS: VARCHAR2(1) 
MEGVRAD_SVCS: VARCHAR2(1) 
NEONUNT_SVCS: VARCHAR2(1) 
NICU_SVCS: VARCHAR2(1) 
MRLSVCS: VARCHAR2(1) 
NEURO.SVCS: VARCHAR2(1) 
NSURG_SVCS: VARCHAR2(1) 
NUCMED_SVCS: VARCHAR2(1) 
OBSRVA_SVCS: VARCHAR2(1) 
OBSTE_SVCS: VARCHAR2(1) 
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OUTPAT_SVCS: VARCHAR2(1) 
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PANCR_SVCS: VARCHAR2(1) 
PEDIAT.SVCS: VARCHAR2(1) 
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PHYTH_SVCS: VARCHAR2(1) 
PStOP_SVCS: VARCHAR2(1) 
PSYED_SVCS: VARCHAR2(1) 
PULMON_SVCS: VARCHAR2(1) 
RADIM_SVCS: VARCHAR2(1) 
RECTH_SVCS: VARCHAR2(1) 
REHAB.SVCS: VARCHAR2(1) 
RESPIR_SVCS: VARCHAR2(1) 
SELFCARE_SVCS: VARCHAR2(1) 
SKNLT_SVCS: VARCHAR2(1) 
SOCSVC_SVCS: VARCHAR2(1) 
SPEECH_SVCS: VARCHAR2(1) 
THERD_SVCS: VARCHAR2(1) 
TRAUMA_SVCS: VARCHAR2(1) 
XRADT_SVCS: VARCHAR2(1) 
CREATION_DATE: DATE 
UPDATEJDATE: DATE 
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NAME: VARCHAR2(100) 
DISP_NAME: VARCHAR2(100) 
DISP.FLAG: CHAR(1) 
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TDRUGJD: NUMBER(12) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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NAME: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
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TDGTYPJD: NUMBER(12) 
NAME: VARCHAR2(100) 
APPRV_YEAR: CHAR(4) 
APPRV_DT: DATE 
APPRV.STATUS: VARCHAR2(255) 
NEW.FLAG: CHA4(1) 
COMP_NAME: VARCHAR2(100) 
URL:VARCHAR2(100) 
DISP_FLAG: CHAR(1) 
REFJD: NUMBER(12) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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ARTDISJD: VARCHAR2(50) 



REF_NUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE_FLAG: CHAR(1) 
EXPIRE_DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBUSH.DT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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REF.NUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE.FLAG: CHAR(1) 
EXPIRE.DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
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LAST_UPD_BY: VARCHAR2(30) 
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REF_NUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE_FLAG: CHAR(1) 
EXPIRE_DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(1 00) 
PUBLISH_DT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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ARTOTH_ID: VARCHAR2(50) 



REF_NUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE.FLAG: CHAR(1) 
EXPIRE_DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH.DT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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UPREFJD: VARCHAR2(12) 



TDISEJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMAIL.FLAG: CHAR(1) 
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LAST_UPD_DT: DATE 
LASTUPD.BY: VARCHAR2(30) 
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USERJD: NUMBER(12) 
CT_SRCH_ID: NUMBER(12) 
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LAST_UPD_BY: VARCHAR2(30) 
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USERJD: NUMBER(12) 



CMPYJD: NUMBER(12) 
ADDRJD: NUMBER(12) 
USERNAME: VARCHAR2(50) 
PASSWORD: VARCHAR2(50) 
EMAIL: VARCHAR2(100) 
HINT_QUES: VARCHAR2(100) 
HINTANS: VARCHAR2(100) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
MNAME: VARCHAR2(50) 
SEX_CD: VARCHAR2(5) 
MYSELF_FLAG: CHAR(1) 
ACTIVE_FLAG: CHAR(1) 
INACTIVE.DT: DATE 
PRF_EMAIL_FLAG: CHAR(1) 
PRF_PHONE_FLAG: CHAR(1) 
PRF_MAIL_FLAG: CHAR(1) 
CONTC_TIME_CD: VARCHAR2(5) 
TRAVEL_CD: VARCHAR2(5) 
SHOW_LIB_FLAG: CHAR(1) 
SHOW_PROF_FLAG: CHAR(1) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
ASK_FLAG:CHAR(1) 
LAST NOTIF DT: DATE 
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ADDRJD: NUMBER(12) 



ADDR_LINE1: VARCHAR2{50) 
ADDR_LINE2: VARCHAR2(50) 
ADDR_LINE3: VARCHAR2(50) 
CITY: VARCHAR2(50) 
STATE_CD: VARCHAR2(5) 
ZIP_CODE: VARCHAR2(10) 
PROVINCE: VARCHAR2(50) 
COUNTRY: VARCHAR2(15) 
PHONE1_AREA: VARCHAR2(10) 
PHONE1_NUM: VARCHAR2(10) 
PHONE1_EXT: VARCHAR2(10) 
PHONE2_AREA: VARCHAR2(10) 
PHONE2_NUM: VARCHAR2(10) 
PHONE2_EXT: VARCHAR2(10) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
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ADDRJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMAIL_FLAG: CHAR(1) 
PHONE_FLAG: CHAR(1) 
MAIL_FLAG: CHAR(1) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
EMAIL: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
CTRALJD: NUMBER(12) 
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URPCY_ID:NUMBER(12) 



USERJD: NUMBER(12) 
LOGIN_COUNT: NUMBER(5) 
ALLOW JJDGINJDT: DATE 
RECOVERY_COUNT: NUMBER(5) 
RECOVERY_KEY: VARCHAR2(100) 
RECOVERY_ALLOW_DT: DATE 
RECOVERYJDT: DATE 
PASSWD_UPD_DT: DATE 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
CURRENT_LOGIN_DT: DATE 
LAST LOGIN DT: DATE 
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EMAIL: VARCHAR2(100) 
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PUBLISH J)ATE: DATE 
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